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About the Authors 


Paul B. Dunbar, Commissioner of 
Food and Drugs since 1944, has had an 
important part in developing policies 
in the administration of food and drug 
laws for the past 20 years. 

After receiving the degree of doctor 
of philosophy from the Johns Hopkins 
University in 1907, he was appointed 
as one of the original group selected 
for the enforcement of the Food and 
Drug Act of 1906. In 1914, he became 
staff assistant to Mr. Campbell, chief 
of the Eastern District of the Bureau 
of Chemistry. Appointed assistant chief of 
the Bureau of Chemistry in 1925 and 
of the newly organized Food and Drug 
Administration in 1927, he subsequently 
was appointed Associate Commissioner 
of Food and Drugs in 1942. 

Gardening is the principal form of 
recreation at the home of Dr. and Mrs 
Dunbar in Somerset, Chevy Chase, 
Maryland. Much interest is also centered 
on their three married daughters and 
three grandchildren. 

A member of the Department of Na- 
tional Health and Welfare in Canada, 
R. D. Whitmore has been engaged in 
control of labeling and advertising 
since 1927. Born and educated in Lon- 
don, England, he joined the Food and 
Drug Laboratories in Canada, in 1920, 
after participating and being wounded 
in the first world war. Mr. Whitmore 
became Superintendant of the Ottawa 
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Laboratories in 1936, Chief of the Labels 
and Advertising Division in 1945, and 
Chief of Inspection Services, his pres- 
ent position, in 1946. 

Mr. Whitmore was awarded O.B.E. 
after World War II when he was in 
charge of chemical warfare civil de- 
fense. In addition, he is past president 
of the Canadian Chemical Association 
and the Professional Institute of the 
Civil Service of Canada 

The fourth part of Fred B. Linton’s 
series of food and drug law leaders is 
presented in this month’s JOURNAI 
This installment originated from Mr. 
Linton’s association and friendship with 
former Commissioner Campbell. To 
learn more of Mr. Linton’s career, please 
refer to the April JOURNAL which con- 
tained his biography in brief torm. 

Edgar R. Carver, Jr. was a food law 
fellow under a grant by the Food Law 
Institute, Inc., during the past year at 
the New York University School of 
Law earning an LL. M. degree in trade 


regulation. 


Before the war, he was traffic man- 
ager in an import-export business after 
graduating from Columbia University 
with an A. B. degree. After four years 
in the Army, Mr. Carver studied law 
at night at New York University where 
he graduated, cum laude, with an LL. B. 
degree in June 1949, and was elected 
to the Law Review. 
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Due to the pressure of economic 
events, seventeen years had elapsed be- 
fore George Savage King was able to 
enter the University of South Carolina 
as a freshman in February 1946, after 
finishing high school in 1929. However, 
he made up for lost time by receiving 
his LL.B. degree from the School of 
Law in January 1949. In June 1950, he 
received an LL.M. in trade regulation 
from the New York University School 





of Law, having participated in the food 
law program as a Research Fellow. 

During the time Mr. King attended 
law school, he was a part-time instruc- 
tor in economics in the School of Busi- 
ness Administration at the University 
of South Carolina. Last summer he 
taught labor law in the School of Law 
of the University of South Carolina 
part-time. However, in September he 
will be a full-time member of the faculty 
of the law school. 











In Congress 
Use of Chemicals with Food Prod- 


ucts.—Representatives Delaney, Aber- 
nethy, Hedrick, Jones of Missouri, 
Keefe, Miller of Nebraska, and Mc- 
Donough were named on July 20 as 
members of the select committee pur- 
suant to H. Res. 323, which was passed 
June 20. 


The following is the resolution: 


Resolved, That there be, and hereby 
is, created a select committee to be 
composed of seven Members of the 
House of Representatives to be ap- 
pointed by the Speaker, one of whom 
he shall designate as chairman. Any 
vacancy occuring in the membership 
of the committee shall be filled in the 
same manner in which the original ap- 
pointment was made. 


The committee is authorized and di- 
rected to conduct a full and complete 
investigation and study of— 


(1) the nature, extent, and effect of 
the use of chemicals, compounds, and 
synthetics in the production, process- 
ing, preparation, and packaging of food 
products to determine the effect of the 
use of such chemicals, compounds, and 
synthetics (A) upon the health and 
welfare of the Nation and (B) upon the 
stability and well-being of our agricul- 
tural economy; 


ou 
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(2) the nature, extent, and effect of 
the use of pesticides and insecticides 
with respect to food and food products, 
particularly the effect of such use of 
pesticides and insecticides upon the 
health and welfare of the consumer by 
reason of toxic residues remaining on 
such food and food products as a re- 
sult of such use; and 

(3) the nature, effect, and extent of 

the use of chemicals, compounds, and 
synthetics in the manufacture of fer- 
tilizer, particularly the effect of such 
use of chemicals, compounds, and syn- 
thetics upon (A) the condition of the 
soil as a result of the use of such fer- 
tilizer, (B) the quantity and quality of 
the vegetation growing from such soil, 
(C) the health of animals consuming 
such vegetation, and (D) the quantity 
and quality of food produced from such 
soil, and (E) the public health and wel- 
fare generally. 
The committee shall report to the 
House (or to the Clerk of the House 
if the House is not in session) as soon 
as practicable during the present Con- 
gress the results of its investigation 
and study, together with such recom- 
mendations for legislation as it may 
deem advisable. 

For the purpose of carrying out this 
resolution the committee, or any sub- 
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committee thereof authorized by the 
committee to hold hearings, is author- 
ized to sit and act during the present 
Congress at such times and places 
within the United States, whether the 
House is in session, has recessed, or has 
adjourned, to hold such hearings, and 
to require, by subpena or otherwise, the 
attendance and testimony of such wit- 
nesses and the production of such 
books, records, correspondence, memo- 
randa, documents, as it 


papers, and 


deems necessary, to employ upon a 
temporary basis such technical, clerical, 
and other assistants as it deems ad- 
visable, to utilize the services, informa- 
tion, facilities, and personnel of all 
agencies in the executive branch of the 
Government. Subpenas may be issued 
under the signature of the chairman of 
the committee or any member of the 
committee designated by him, and may 
be served by any person designated 
by such chairman or member. 











Charles Wesley Dunn Reports 


from England 


The following is part of a letter to 
Paul B. Dunbar, Commissioner of 
Food and Drugs, from Charles Wesley 
Dunn in connection with his visit to 
England in the interest of The Food 
Law Institute, Inc.: 

This letter is designed to give you a 
report of my food and drug law mission 
to London. On June 20 the English 
Ministry of Food entertained me at an 
official luncheon, in the government guest 
house (similar to the Blair House in 
Washington). It was a formal affair 
and the attendance was a distinguished 
one. It included the following high rep- 
resentatives of the Ministry: Sir Frank 
Lee, Permanent Undersecretary of Food; 
Mr. G. Robert Oake, another Under- 
secretary of Food; Mr. Charles A. 
Adams, Administrator of the Food Law 
and your official counterpart; Mr. Robert 
Howat, Administrator of the Food Law 
in Scotland; Mr. N. R. C. Dockeray, 
Chief of the Food Hygiene Division; 
Drs. Nicholls and Barnell, Government 
Chemists; Mr. J. H. Hood, Legal Ad- 
viser; and Mr. G. D. Wheway. The at- 
tendance also included: Dr. Douglas 
W. Logan, Principal of London Univer- 
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sity; Mr. George W. Taylor, President 
of the Society of Public Analysts; Mr. 
A. L. Bacharach, Chairman of the Food 
Group of the Society of Chemical In- 
Messrs. William C. Crocker 
C. Lund, representing the Law 
Society (equivalent to the American 
Bar Association); Mr. Vernon Gatte, 
Barrister and Food Law Specialist; 
and Mr. Richards, Barrister and Editor 
of Bell’s “Sale of and Drugs”, 
the major book on the English food and 
drug 


dustry; 
and T. 


Fx i rd 


law. 

The luncheon was a sumptuous one; 
and Sir Frank Lee acted as chairman 
of the ensuing meeting. He first pro- 
posed toasts to the King and our Presi- 
dent; and he then introduced me as 
president of The Food Law Institute, 
with a gracious statement of real warmth 
In my responsive address I first described 
the evolution, nature and significance 
(economic and social) of our food and 
drug law; I next explained the objec- 
tives and program of the Institute; and 
I finally made a strong plea for uni- 
formity in the food and drug law of the 
English speaking nations, to provide 
them with the best protective law and 


Page 453 





to promote international commerce in 
foods and drugs. After the luncheon 
there was an informal discussion of 
The Food Law Institute, in which the 
English guests were greatly interested, 
and they indicated a desire for a similar 
movement in England. Dr. Logan 
(Principal of London University) was 
so interested that he invited me to call 
at his office for an additional conference, 
yesterday morning; and we then dis- 
cussed the plan of a public forum in 
London on the food and drug law, later 
in 1950 or early in 1951. This plan will be 
referred to Professor Hughes-Parry 
for development, in cooperation with 
Mr. Adams; and I cannot state the out- 
come yet. But I did indicate my will- 
ingness to join in this forum, if it is held 
and my own engagements permit. Its 
purpose is to create and consolidate 
public opinion behind the English food 
and drug law and its due revision and uni- 
formity. I should add here that the 
English drug law is separately admin- 
istered by the Ministry of Health and 
is presently a weak law. 


In the evening of the same day (June 
20) major English food manufacturers 
entertained me at a complimentary din- 
ner. It was impressively organized by 
Mr. J. P. Van den Bergh, Director of 
Lever Brothers & Unilever Limited; 
and Mr. William M. Robbins, Vice 
President of the General Foods Corpo- 
ration and Chairman of the Food Law 
Institute, was also present. The other 
guests were a distinguished list and in- 
cluded: Messrs. R. E. Huffam, Direc- 
tor, and Hugh Saunders, Secretary of 
Lever Brothers & Unilever Limited; 
Messrs. Charles A. Adams and F. W. 
Sidwell, representing the Ministry of 
Food; Sir Jack Drummond, War Nu- 
tritionist of the English Government 
and now Scientific Director of Boots 
Cash Chemists; Sir Harry Jephcott, 
Chairman of Glaxo Limited (largest 
penicillin manufacturer in England); 
G. M. Laimbeer, Chairman of Alfred 
Bird & Sons Limited (a General Foods 
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subsidiary); Mr. Christopher Cadbury, 
Chairman of British Canners Limited; 
Mr. Frank Shires, Director of H. J. 


Heinz Co. Limited; Mr. Alan Sains- 
bury, Director of J. Sainsbury Limited 
(a leading food chain store organiza- 
tion); Mr. A. Purvis, Director of Lipton 
Limited; and Messrs. John Foster 
(M. P.), H. J. H. Wiseman and R. A. 
Beck, Barristers and leading Food Law 
Attorneys. 

Mr. Ven den Bergh acted as chair- 
man and, after a delicious dinner, he 
introduced me. I responded with an ad- 
dress similar to that at the preceding 
government luncheon, wherein I em- 
phasized the basic public service ren- 
dered by our food manufacturers in 
organizing The Food Law Institute. 
Mr. Robbins made an effective supple- 
mental statement, in which he reviewed 
the business situation and outlook in 
the United States. Then the Chairman 
suggested a round-table discussion by 
all others present. This discussion was 
general any very interesting; and it 
continued until a late hour. Thereafter 
Mr. Huffam closed the meeting with 
final complimentary remarks, in the 
course of which he highly praised the 
constructive value of this unique meet- 
ing. It was a unique occasion, because 
it was in effect the first meeting of the 
English and United States food manu- 
facturing industries in London; and we 
invited its repetition in New York. The 
discussion was principally devoted to 
the objectives and program of The 
Food Law Institute, which was strongly 
endorsed; and the manufacturers pres- 
ent unanimously expressed the view 
that the English food industry should 
likewise take the initiative in develop- 
ing an appropriate and uniform English 
food law. 


Hence I feel that my food and drug 
law mission to London was a measur- 
able success, in that it created a new 
and a significant government and industry 
interest in a better English law and its 
international uniformity. 
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A Report 


from 


PAUL B. DUNBAR 
On the Food and Drug 


Administration 


A SUMMARY OF FDA THOUGHT AND ACTIONS IN THE PAST YEAR 
INSPECTION OF PUBLIC EATING PLACES, OLEOMARGARINE ACT 
ALONG WITH THE MORE IMPORTANT RECENT COURT CASES 


M4 WHE YEAR NOW ENDING has presented the usual array of 
interesting developments. At our Chicago meeting, I listed 
various bills then pending in Congress proposing amendments 

to the Federal Food, Drug, and Cosmetic Act. Two of these, the 

amendment bringing aureomycin, chloramphenicol, and_ bacitracin 
within the certification requirements of the law, and the import 

amendment, became effective with Presidential approval on July 13, 

1949, and October 18, 1949, respectively. 


Oleomargarine Act 


With one notable exception, none of the other amendments noted 
in my last report to you has made any legislative progress. The bill 


This paper was presented at the Fifty-fourth Annual 
Conference of Food and Drug Officials of the United 
States, at Galveston, Texas, June 12-15, 1950 
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“To regulate oleomargarine, to repeal certain taxes relating to oleo- 
margarine, and for other purposes” was passed, after protracted debate 
in both houses of Congress, and was approved by the President on 
March 16, 1950. 

This act became effective on July 1 of this year. It brings within 
the jurisdiction of the Federal Food, Drug, and Cosmetic Act all 
colored oleomargarine even if sold in the same state in which it is 
manufactured. The Oleomargarine Act prohibits the sale or offering 
for sale of colored oleomargarine in retail establishments unless it is 
packaged, and limits packages to one pound or less. The act requires 
that the word “oleomargarine” or “margarine” shall be printed on the 
label of the package in type or lettering at least as large as any other 
type or lettering on the label; that all ingredients be stated on the 
label; that each part or parts of the retail packages contained in a 
wrapper bear the word “oleomargarine” or “margarine” in type not 
smaller than 20 points. 


The Oleomargarine Act also prohibits the serving of colored oleo- 
margarine by a public eating place or its possession in a form ready 
for serving unless a notice stating that margarine or oleomargarine 
is being served is displayed prominently and conspicuously in such 
place and manner that it is likely to be read and understood by the 
ordinary consumer, or is printed or otherwise set forth on the menu 
in type not smaller than that normally used to designate other food 
items. The act requires that yellow oleomargarine served in public 
eating places be in triangular-shaped servings or that it be identified 
as margarine or oleomargarine by labeling on the serving dish. 
Colored oleomargarine is defined in such terms that an exceedingly 
light tint barely distinguishable from white is enough to classify it 
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as colored. It reiterates the prohibition already in the law against 
the use of filthy, putrid, or decomposed raw materials in both butter 
and oleomargarine. The amendment specifically declares that nothing 
in the act shall be construed as authorizing the possession, sale, or 
serving of colored oleomargarine in any state or territory in contra- 
vention of the laws of such state or territory. 


We stand at the threshold of a new experience in enforcing the 
Oleomargarine Act, although some of our responsibilities, particularly 
those involving manufacturers and distributors, will be along estab- 
lished regulatory lines. The formulation of an efficient working plan 
for the coverage of public eating places is packed with numerous 
problems. We do not yet know the answers to many of them, but 
we do know that we will need your help and that we must all work very 
closely together. You know the public eating places in your own 
areas, from fashionable hotels and clubs to armchair restaurants and 
diners. Some of you, from the 32 states where the serving of colored 
oleomargarine is permitted, have been responsible for enforcing state 
and local laws which require some notification to the public when 
colored oleomargarine is served, even though the triangular-shaped 


pat may be an innovation. 


Inspection of Public Eating Places 


Inspection of public eating places will fall into one of sev- 
eral categories. 


In the restaurant legitimately serving oleomargarine, the inspector 
will determine if the proper signs are displayed, if the table spread 
is being served in triangular pieces, or if it is accompanied by labeling 
identifying it. Where the management is attempting to comply with 
the spirit of the law, but is confused as to the method of doing so, 
and consequently is practicing technical violations, the inspector will 
introduce himself to the manager, make his mission known, and explain 
the requirements of the law. From the standpoint of good public 
relations, we all know that when one of our inspectors enters an 
establishment and identifies himself, it is necessary for him to devote 
sufficient time to the visit to discuss his mission and to allay the fears 
and suspicions which often arise. It will be our inspector’s aim to 
provide a clear and concise explanation of the purpose of the visit 
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and, if desired, to give details of the law to the end that inadvertent 
deviations be corrected. 


More time will be spent in establishments which do not post signs 
announcing the service of oleomargarine. Upon entering, the inspector 
will note the absence of such signs. He will observe the shape of the 
patties being served and the absence of accompanying labeling. He 
will make himself known to the management and will obtain samples 
of each type of spread on the premises. We expect that such samples 
can be examined on the spot to determine their identity. If the test 
shows that the eating place is serving butter, the investigation 
will be closed. . 


If, on the other hand, the field test shows that the spread is actually 
colored oleomargarine, the inspector will collect sufficient additional 
samples for confirmatory chemical analyses. These will establish the 
identity of the material by means acceptable for court presentation. 
The inspector will also obtain evidence that the public eating place is 
not declaring the service of oleomargarine. This may be done by 
photographs, by the collection of specimens of menus, or in other ways. 
The inspector will make a thorough study of the source of the oleo- 
margarine being used by the restaurant to determine whether the 
owner knowingly purchased oleomargarine and served it as butter, or 
whether, as a victim of “butterleggers,” he purchased what he believed 
to be butter and received colored oleomargarine instead. 

In the case of violations by restaurants, we will proceed by the 
usual citation and hearing, followed by a determination as to whether 
legal action should be instituted. In applying the terms of the Oleo- 
margarine Act to producers and to distributors, our activities will 
follow the normal course now used in the development of other types 
of cases under the Federal Food, Drug, and Cosmetic Act. 


We do not plan to set up a specialized corps of oleomargarine 
inspectors and chemists. The inspection and laboratory work, as well 
as the administrative work, will be carried on by an augmented food 
and drug inspection staff as one of the numerous projects covered 
in the regulatory assignments. Any other course would be imprac- 
ticable, since, if we sent out specialized oleomargarine crews, inevitably 
only the first round of visits to restaurants in any area would produce 
a true picture. Thereafter, the usual grapevine system of communi- 
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cation would alert other restaurants in that area, at least to a tempo- 
rary compliance with the law. 

How many new chemists and inspectors we shall appoint will 
depend on the appropriation made by Congress. House and Senate 
hearings on our 1951 budget were completed before the passage of 
this act. The omnibus appropriation for the fiscal year 1951 has already 
passed the House. On May 2, however, the President submitted to 
the Senate supplemental estimates for the year 1951 in the amount 
of $936,000 for the use of the Federal Security Agency in the enforce- 
ment of the oleomargarine amendment, which is known as Public 
Law 459. Nine hundred thousand dollars of this estimate is earmarked 
for the use of the Food and Drug Administration and $36,000 for the 
Office of the General Counsel of the Federal Security Agency. 


Use of Chemicals in Foods 


In my Chicago paper before this Association, I spoke of the 
growing concern about the increasing use in food products of chem- 
icals of undetermined safety. The Honorable Frank B. Keefe of 
Wisconsin had introduced a House resolution calling for an investiga- 
tion by a select committee of the House of the entire subject of the 
use of chemicals in foods. A comparable resolution was introduced 
by Representative Sabath on August 10, 1949. The Rules Committee 
of the House reported favorably on the Sabath resolution, House Reso- 
lution 323, early in May. The matter had not yet comé before the 
House for a formal vote at the time this paper was dictated. 

The investigation, if the House approves it, should furnish valu- 
able data upon which to base adequate legislation. An amendment 
comparable to the new-drug section requiring clearance as to safety 
in advance of the use of a new chemical in or on foods would greatly 
advance the public health protective features of the law. We confi- 
dently expect that sound legislation of this type will have the support 
not only of the consuming public and public health groups but of the 
leaders of the industries concerned. 

Meanwhile, hearings under Section 406 of the Food, Drug, and 
Cosmetic Act to establish tolerances for necessary or unavoidable 
insecticidal residues began in the Federal Security Agency on Janu- 
ary 17. They are still in progress, although, for good reason, extensive 
recesses have occurred since the hearings began. This undertaking 
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has been carried on cooperatively with representatives of the Federal 
and state departments of agriculture, the Public Health Service, the 
fruit and vegetable growing industries, insecticide manufacturers, and 
others vitally concerned. Much testimony has been taken on the 
necessity for the use of various insecticides and fungicides. Evidence 
on the degree of toxicity of these substances is about to be taken. The 
project is complex and time will be required to evaluate all of the 
evidence. We expect that out of it will come working tolerances for 
necessary insecticides and fungicides which will guarantee public 
safety and, at the same time, will permit utilization of necessary insec- 
ticides and fungicides during the growth of food crops. 

My last report mentioned the introduction of a proposed amend- 
ment to Section 503 (b) of the Food, Drug, and Cosmetic Act which 
would, in effect, exempt pharmacists from all Federal restrictions in 
the way of dispensing drugs other than narcotics. The Food and 
Drug Administration has made no secret of its purpose to oppose this 
amendment. So far the bill has made no legislative progress. It has, 
in fact, not been actively pushed by its proponent. The Federal 
Security Agency’s position, confirmed by court opinions, is that a drug, 
which by reason of its potent nature is required to be sold on prescrip- 
tion and is so labeled on the interstate shipping package, may not be 
sold except on prescription of a doctor, dentist, or veterinarian. Since 
our last meeting, a fairly large number of prosecutions have been 
directed against pharmacists who have recklessly distributed danger- 
ous drugs, particularly the barbiturates, without proper prescription 
authority. With negligible exceptions these cases have terminated 
favorably to the government. While bitter attacks have been directed 
against the government’s enforcement policy by those claiming to 
speak for the profession of pharmacy, cooler heads are quietly seeking 
a legislative solution in keeping with the honorable traditions of the 
best in professional pharmacy. Such a solution, if effected, will have 
the support of the Food and Drug Administration and will be definitely 
in the interest of the consuming public and of the ethical professional 
pharmacists. 

Supreme Court Action 


The Supreme Court decided one important constitutional question 
during the year. This decision was rendered on May 29, 1950. It 
related to the Mytinger and Casselberry case involving a vitamin and 
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mineral food supplement known as Nutrilite. A special three-judge 
court had held that the seizure section of the Act is unconstitutional 
to the extent that it permits multiple seizures of misbranded articles 
without first granting a hearing to the shippers. That court also found 
that the Administrator and his assistants were arbitrary and capricious 
in having made such seizures. 

The Supreme Court concluded: 


The administrative finding of probable cause required by Section 304 (a) 

is merely the statutory prerequisite to the bringing of the law suit. When the 
libels are filed the owner has an opportunity to appear as a claimant and to have 
a full hearing before the court. This hearing .. . satisfies the requirements of due 
process. 
The highest Court further said, “The district court had no jurisdiction 
to review the administrative determination of probable cause.” When 
the Administrator believes that the label on an article is materially 
misleading to the injury or damage of the consumer and so expresses 
himself, it would appear that all of the procedural requirements have 
been met. If the district court could step in and stay the institution of 
seizures until it hears the case, the public would be denied the speedy 
protection which Congress provided by multiple seizures. 

This decision is very gratifying not only because it vindicates the 
Agency’s view on these important legal questions but also because it 
reverses the stigmatizing judicial finding that the officers responsible for 
multiple seizures in this case were arbitrary, capricious, and unreasonable. 

Nutrilite is distributed by house-to-house salesmen by means of a 
booklet entitled “How to Get Well and Stay Well.” After consolida- 
tion of the eleven pending seizure cases, the issue of misbranding will 
be tried in an appropriate district court. 


Court of Appeals Cases 


Two appeals were heard in the court of appeals involving Colusa 
Oil. The Court of Appeals for the Eighth Circuit affirmed the judg- 
ment of the District Court for the Northern District of Iowa, in the 
condemnation of Colusa Oil, finding, in effect, that Colusa Oil was 
shown to be useless in the treatment of disease. The Court of Appeals 
for the Ninth Circuit affirmed the judgment of the court for the 
Southern District of California wherein the defendants had been found 
guilty of contempt of a permanent injunction. The court found that, 
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in violation of the injunction, the defendants had represented the 
product in advertising for certain skin diseases and had not included in 
their label adequate directions for use for the treatment of all these 
conditions. This higher court decision strongly affirms the govern- 
ment’s position that a drug must bear adequate directions for use for 
all conditions for which the manufacturer intends that it is to be used. 

The Court of Appeals for the Tenth Circuit reversed a decision 
of the District Court for the Western District of Oklahoma. The dis- 
trict court had dismissed a seizure of a Color-Therm device on the 
grounds that the printed material alleged to be accompanying labeling 
had been prepared in the State of Oklahoma and had not been shipped 
in interstate commerce. The court of appeals held that the devices 
were misbranded while held for sale after shipment in interstate com- 
merce. It further held that because the device and instructions were 
delivered to the customer simultaneously, the fact that the instructions 
or labeling had been prepared in the state where the sale was made 
and not shipped in interstate commerce was immaterial to the issue of 
the misbranding while held for sale. 

The Court of Appeals for the Tenth Circuit also reversed the 
decision of the District Court for the Eastern District of Oklahoma 
which involved watered canned tomatoes. These watered canned 
tomatoes were seized for the reason, among others, that they failed 
to conform to the standard of identity for canned tomatoes because 
they contained added water. Upon petition of the claimant, the dis- 
trict court, after condemnation, issued an order authorizing relabeling. 
Upon the government’s appeal, the court of appeals found that the 
product could not be relabeled and that relabeling with a substandard 
label does not cure a failure to conform to the standard of identity. 


The Court of Appeals for the Second Circuit sustained the judg- 
ment of the District Court for the District of Connecticut in the “Figlia 
Mia” adulterated oil case. This seizure case was the first of a series 
to be tried. This blender of vegetable oils put out a blend of olive oil 
and other oils under one brand which he claimed contained ten per cent 
olive oil, and under another in which he claimed 20 per cent olive oil. 
The jury found these to be misbranded because they contained less 
olive oil than claimed. 

Among the interesting features of the case was the addition to the 
oil, by the blender, of squalene obtained from shark livers. This caused 
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the apparent olive oil content to be that claimed because the squalene 
test is an index of olive oil content. It became necessary to use some 
device to prove that added squalene was present. This problem was 
met by placing anthranilic acid in the squalene at the oil distillation 
plant. This marker later showed up in blended oils and proved the 
addition of shark liver squalene. 

The findings of the Court of Appeals for the Second Circuit were 
that the evidence was sufficient to show that shark liver oil squalene 
had been added when the marker was found in the finished product. 
It held that the sample examined by the government was representative 
because it was shown that 86,000 gallons of the oil were mixed at one 
time, and were so thoroughly mixed that any one gallon would be the 
same as any other. It held that refusing to allow the claimant’s attor- 
ney to make an opening statement to the jury was not error and that 
excluding the appellant’s president from the courtroom during the trial 
was not error. This situation arose because the claimant’s counsel 
moved for the exclusion of witnesses and apparently overlooked the 
fact that the government had subpoenaed the ‘claimant company’s 
president as a witness. 

The court of appeals also found that the trial court’s refusal to 
grant the claimant’s motion for copies of the government’s analytical 
reports was not error. The claimant had his own opportunity to 
analyze the samples that were furnished him. In the course of the 
trial, the middleman in the sqalene racket, who had been indicted by a 
grand jury for his squalene activities, was called by the government 
as a witness and refused to testify on the ground that he might 
incriminate himself. The appellate court held that calling this witness 
was not prejudicial. The Second Circuit’s findings were appealed to 
the Supreme Court which denied certiorari on May 29. 

While this case was pending before the court of appeals, a crimi- 
nal case arising out of the same illegal shipments was tried in the 
District Court for the Eastern District of New York at Brooklyn, and 
the shipper and blender were found guilty. A number of other cases 
very similar in character were terminated in May by pleas of guilty 
by seven individuals, one blending corporation, and the drug store 
operated by the individual who furnished the squalene to the blender. 
These cases are extremely involved since they are characterized by 
all of the earmarks of a tremendous racket carefully worked out by 
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experienced racketeers. Enough squalene had been purchased by the 
convicted drug store to adulterate over one million gallons of peanut oil 
to simulate a 20 per cent olive oil blend. 


District Court Decisions 

A number of district court decisions are also of interest. Judge 
John D. Clifford, Jr., in the District Court for the District of Maine, 
rendered a decision in a canned herring roe case which throws some 
light on the judicial interpretation of “unfit for food.” The court held 
that to be subject to seizure as unfit for food, a product must be proved 
to be such that the average normal person, under ordinary conditions, 
would not chew and swallow it. The test to be used is not that of the 
fastidious or fussy individual nor is it that of the case-hardened indi- 
vidual who brags that he can eat anything. 

Judge Leo F. Rayfiel of the District Court for the Eastern District 
of New York at Brooklyn, ruled that phonograph records intended to 
cure insomnia were not devices within the meaning of the Act. He 
came to the conclusion that a device is a machine or apparatus which 
is applied to or injected into the body or some organ thereof or whose 
current or rays enter the body. He also apparently found that while 
the product had untruthful statements on its label, he could not be sure 
that these untruthful statements promoted the sale of the article, and 
that therefore there was no misbranding. The Solicitor General has 
agreed to file an appeal in this case. 

Another district court decision of general interest is that by Judge 
Carl A. Hatch in the District Court of New Mexico. This involves 
seizure of an article labeled as imitation jam. The court found that 
Section 403 (c), which requires imitations to be so labeled, legalized 
imitation jam notwithstanding the provisions of Section 403 (g), 
which prohibit the sale of an article purporting to be or is represented 
as the standardized article and is failing to conform to the standard. 
This issue is of considerable importance and the decision of the Court 
of Appeals for the Tenth Circuit on the question is now pending. 


Sanitation in Food Industry 
I can think of no better example of the field for real cooperation 
and unity of objectives among all food law enforcing agencies than 
that provided by our projects on factory and warehouse sanitation. 
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One of the gratifying signs of the times is the growth of a sani- 
tation-minded attitude in the organized food industries. We have all 
observed with approval the direct and forceful way in which the 
national baking, milling, canning, dairy products, and confectionery 
associations have attacked the problem of plant sanitation. Many 
establishments have engaged in extensive repair and reconstruction 
work to eliminate antiquated equipment which could not be cleaned 
and which served as harborages or breeding places for insects and 
rodents. Systematic housekeeping programs for use by individual 
plants have been developed. Many firms employ competent tech- 
nicians and sanitarians to supervise plant cleanliness. Regular fumi- 
gation and rodent-extermination programs are now the rule rather than 
the exception in plants doing an interstate business. 

Nevertheless, too many instances remain where individual estab- 
lishments have failed to move with the times. Many bakeries, dairy 
firms, and candy plants are still engaged exclusively in intrastate com- 
merce. A current trend in the corn meal milling industry offers a 
striking example of the need for close correlation and cooperation 
between Federal and state enforcement agencies. The institution of 
numerous cases against corn meal and against the manufacturers, 
because of the filth contained in the finished product, is increasingly 
resulting in the discontinuance of interstate shipments by some mills. 
Our estimate is that less than one half of the corn meal mills now 
do an interstate business. Many of these continue to buy corn which 
is unfit for food use and operate extremely dirty plants. This trend 
is, of course, well-known to state enforcement officials who are taking 
appropriate steps to deal with the situation. 

We are all concerned with the recurring outbreaks during warm 
weather of food poisoning attributed to bakery products such as 
eclairs, cream puffs, and cream-filled pies. Many of you have met this 
problem by prohibiting the distribution of these articles during the 
hot season. Even where interstate commerce is involved, there is still 
great need for close collaboration between Federal, state, and local 
health enforcement officials to develop the technical evidence required 
for a successful action. 

A splendid example of the kind of teamwork required was a 
recently terminated action in Tennessee. This prosecution followed 
an outbreak of food poisoning which caused one death and over 
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100 illnesses. Witnesses, who were prepared to testify, included rep- 
resentatives of the Mississippi and Tennessee state and county health 
departments, representatives of the Division of Foods and Dairies, 
Tennessee Department of Agriculture, and a number of other cooperat- 
ing agencies. The firm eventually entered a plea of nolo contendere 
and was fined $1,500. However, our sanitation work does not always 
have such a direct health aspect. Here is an opportunity for a co-ordi- 
nated sanitation program of genuine public health and unusual esthetic 
significance that will pay big dividends in the way of con- 
sumer protection. 

You already know of the investigational work undertaken this 
year in cooperation with the Department of Agriculture and with the 
wheat and corn handling and milling industries in the study of prob- 
lems relating to contamination of grain. This is a natural outgrowth 
of the work we have been doing with the milling industry in the way 
of plant improvements. The present investigation is intended to 
develop basic facts which will aid the wheat and corn miller in obtain- 
ing the cleanest possible grain for conversion into flour and meal for 
human food. We will study particularly the question of whether or 
not in attempting to make a proper selection of grain by present-day 
standards or methods of acceptance, millers unknowingly accept grain 
bearing a population of “internal” insects sometimes called “hidden 
infestation.” We believe that this study will benefit the grain-pro- 
ducing and milling industries by showing how the producer and 
handler of grain may protect the grain against contamination and how 
the miller may guard against the acceptance of grain unfit for human 
use. The advantage of this investigation to the consumer is obvious. 


Food Law Institute 


By way of conclusion, I wish to mention the formation of the 
Food Law Institute, Inc., which was one of the notable developments 
of the past year. This was made possible through the contribution 
of a group of food manufacturers and related industries which guar- 
anteed the enterprise an annual income of $50,000. The purpose of the 
Institute is to stimulate basic instruction and research in the food and 
drug laws on a postgraduate level at university schools of law. The 
Institute’s first major activity was the creation last September of two 
courses in food law at New York University in which 38 students, 
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including six with fellowships provided by the Institute, were enrolled. 
The moving force in the organization of this Institute is Mr. Charles 
Wesley Dunn of New York, who has been elected president of the 
Institute and holds the rank of professor in the course established 
at New York University. As you know, Mr. Dunn took an active 
part in the formation of the Food, Drug and Cosmetic Law Section of the 
New York State Bar Association, a similar division of the American 
Bar Association, and in the inception and growth of the invaluable 
publication known as the Foop Druc Cosmetic Law QuaARTERLY, which 
this spring became a monthly journal. Through his dynamic efforts, 
including a country-wide tour to speak at various important law 
schools, there is every indication that courses in food law will be 
established in many of these institutions. 

The Food and Drugs Act of 1906 was pioneer legislation. There 
was little in the way of precedent to guide the manufacturer, his 
lawyers, the courts, or the enforcing officers. It was one of the first 
of a long line of statutes designed to regulate various phases of inter- 
state traffic. Since 1906, there has been built up a body of judicial 
opinion under the food and drug laws, but in those early days law 
schools were not equipped to educate students in the niceties of food 
law practice. Until the endowment of the chair at New York Uni- 
versity by the Food Law Institute, Inc., no school of law had set up 
a course devoted specifically to an exploration of food and drug law. 
We believe that through the Food Law Institute, legal research will 
be inspired which will lead to sound proposals for better legislation as 
the need for it becomes apparent. We believe that legal personnel 
trained in these graduate courses in food law will be stimulated to 
guide their clients towards a more willing and complete compliance 
with the requirements of the food and drug laws, thereby insuring 
more extensive and better consumer protection. We regard the Food 
Law Institute as a development of far-reaching public importance. 

[The End] 





Hearings will be reopened on November 13, 1950, to take addi- 
tional evidence for use in the formulation of definitions and standards 
of identity for ice cream and other frozen desserts (Federal Security 
Agency Release A69, August 8, 1950). 
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CLAIMS IN LABELIN 
AND ADVERTISING 


IN DISCUSSING CLAIMS IN LABELING AND ADVER- 
TISING, THE AUTHOR FINDS POINTS OF LIKENESS 
AND DISSIMILARITY IN U. S. AND CANADIAN LAW 













HE FOOD AND DRUGS ACT IN CANADA has recognizably 

the same intent as that disclosed by the Food, Drug, and Cos- 

metic Act in the United States: the protection of the consumer 
from fraud and from injury to health. While in practice there are 
many likenesses, there are also many dissimilarities. Administrative 
practices, too, can show particularly wide differences as between the 
two countries. Notwithstanding the divergencies in procedure and 
practices, too, can show particularly wide differences between the 
broadest of fields, seem to be identical. This reaching of the same end 
point should tend to reassure thoughtful administrators who may be 
afraid of unconscious bureaucracy, unless perhaps all bureaucrats 
think alike. The Food and Drugs Act is now administered by the 
Department of National Health and Welfare, but it is worthy of 
note that its administration proceeded just as well under Departments 
of Trade and Commerce, of Inland Revenue, or of Pensions and Health. 
Under another name, the Adulteration Act, it has been in operation 
for seventy-five years. For over forty years there has existed, in 
harmony with it, an Act of Proprietary or Patent Medicine, which 
operates to register acceptable secret-formula remedies which are 
offered to the public for self-administration. Mr. R. E. Curran, Legal 
Adviser to the Department of National Health and Welfare, has else- 
where spoken on the particular delegated function of operation by 
order-in-council, the main expression of which, in this case, is the 
Food and Drug Regulations. 
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This, then, is what we have to work with in Canada. For con- 
venience we have arbitrarily divided our administrative work into 
adulteration and offenses of labeling and advertising. The latter is 
attended to by the Division of Inspection Services, which also assumes 
a broad responsibility for the coordination and efficiency of the Inspec- 
toral Service. These labeling and advertising offenses include not only 
the classic fault of misbranding but go further than this in three other 
ways,’ whereby the administration tries to see that the public is not 
exposed to injury or fraud from claims made or from improper con- 
cealment of information to which it is entitled. 


I should like to deal briefly with these last three, and leave mis- 


branding for a later article. 


Embargo of Treatments for Certain Disabilities 


Section 6A of the Act reads thus: 


No person shall import, offer for sale, or sell any food or drug represented 
by label or by advertisement to the general public as a treatment for any of 
the diseases, disorders or abnormal physical states named or included in Schedule 
A to this Act or in any amendment to such Schedule. 

Amendments to Schedule A are made by order-in-council, as provided 
by the Act, a further use of delegated function. 

This, it will be seen, imposes a flat prohibition. The general 
public is not to be allowed, by label or by advertisement, even to be 
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made aware of self-treatments for Schedule A disabilities '; nor is any 
person allowed to deal with the general public with a remedy that has 
allowed itself to be known as being such a treatment. This applies 
even if the treatment is the best and most successful known. Of 
course, the first thing to show is that the treatment is a food or a 
drug; this is generally not a difficult thing to do because any treat- 
ment for a disease is, by definition under the Act, a drug. A person 
accused of an offense under this section cannot argue the merits of 
the treatment, he can only attempt to show in defense that the treat- 
ment was not recommended to the general public. The extraordinary 
merit of this will at once be apparent; there is no conflicting evidence 
of experts, no welter of testimonials or case reports, no clouding of 
the issues, for there is but one clear and direct issue. Schedule A 
includes just what you might expect, alcoholism to venereal disease, 
but it has two significant features. It embraces afflictions where injury 
to health might result from self-treatment, from wrong treatment, or 
from delayed treatment; and it covers what used to be the most lucra- 
tive field for exploitation by the classic quack, the field where the 
victim will grasp at any straw regardless of cost. Were this Section 6A 
not in existence, the only recourse would be to attempt to declare the 
article that is recommended for the treatment to be misbranded because 
of false, exaggerated, misleading, or deceptive claims; and then further 
to try to prove that the misbranding was injurious to health. In pass- 
ing, it may be noted that Section 23 of the Act is used to lay charges of 
adulteration or misbranding against accused persons. The section 
also states the penalties. It is interesting to realize that while the 
penalties may be doubled where adulteration is proved to be injurious 








1 Schedule A: High Blood Pressure 
Alcoholism Infantile Paralysis 
Appendicitis Influenza 
Arteriosclerosis Lockjaw 
Blood Poisoning Locomotor Ataxia 
Bright’s Disease Obesity 
Cancer Pleurisy 
Diabetes Pneumonia 
Diphtheria Ruptures 
Disorders of the menstrual flow Scarlet Fever 
Disorders of the prostatic gland Sexual! Impotence 
Dropsy Small Pox 
Epilepsy Spinal Meningitis 
Erysipelas Trachoma 
Gallstones, Kidney Stones, Bladder Tuberculosis 

Stones Tumors 
Gangrene Typhoid Fever 
Goitre Ulcers of the gastro-intestinal tract 
Heart Diseases Venereal Diseases. 
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to health, the section is silent with regard to misbranding that might 
be proved to be similarly injurious. This is not an oversight. It 
was held to be so onerous a task to place upon the administration, 
and upon the courts, to have to prove each case as it occurred beyond 
reasonable doubt that it was not realistic to contemplate. The accused 
is entitled to the benefit of the doubt in all cases, and the administra- 
tion could only look forward to an interminable series of long-drawn- 
out and inconclusive cases with little hope of any real success. In 
actual operation, the section overcomes any necessity for contending 
that the drug offered for these affections cannot ever bear adequate 
directions for use, and it avoids any argument as to whether what is 
offered is a food and not a drug, for both are prohibited if they are 
offered as treatments under these circumstances. 


Thus, Section 6A is directed against the wrongful act of a person, 
not against the goods he is offering; and while the Act itself does 
say that goods can be seized on suspicion of any violation of the Act, 
its machinery for dealing with seizures is predicated upon certification 
by the officially appointed Dominion analyst as to its adulteration 
or misbranding, neither of which may here be found to enter the case. 
Accordingly, seizure is used sparingly, and only when a real need 
arises. In Canada, libeling of the goods is unknown. I may add that 
rarely is the offense repeated in spite of the small monetary penalty 
that can be exacted. This may be attributed to the serious view taken 
by the courts of offenses committed in violation of Section 6A. Should 
any manufacturer regard a fine as merely a tax on a profitable business, 
it is probable that our courts would be quite conscious of their power 
to impose imprisonment, and no doubt would-be offenders take this 
into full consideration. 


It may be of interest here to mention briefly two of the prosecu- 
tions that have been carried through under Section 6A. In February 
1945, a pamphlet “Important Facts About the Koch Treatment” was 
sent to us with an inquiry from a private citizen as to the use of the 
treatment in hypertension. The pamphlet spoke of “The William F. 
Koch Cancer Remedy.” With this clue we were able to locate an 
agent who was a farmer. We had an Inspector, accompanied by 
an observer, visit him and purchase a Koch treatment to treat a 
purported case of cancer. The agent, it was found, would sell the same 
treatment for tuberculosis, arthritis, and so forth, and he handed both 
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our Inspector and his companion a pamphlet and other literature. 
The label alleged that the drug was glyoxylide (glyoxylic anhydride), 
but there were no therapeutic recommendations or claims upon the 
label. The question then was as to whether the pamphlet constituted 
a representation to the general public by advertisement of this drug 
as a treatment for cancer since it could be argued, and in fact it was 
in part argued, that this was a pamphlet given to a prospective pur- 
chaser only after he had asked about the treatment of which he already 
had apparent knowledge. The case was tried in November 1945, and 
the magistrate decided that the pamphlet was, in fact, an advertise- 
ment to the general public of a drug sold for the treatment of cancer, 
and ordered a conviction. His decision was not appealed. No argu- 
ment as to the merit of the treatment was developed. This was a case 
in which there were no advertisements in the general or specialized 
press. The only advertisement seemed to be the pamphlet which was 
handed from person to person. 


At the end of 1949, a man was prosecuted for advertising to the 
general public a tuberculosis remedy called Melcos. He advertised 
first in a Tampa, Florida newspaper but not, it is believed, in Canada. 
When this came to our notice, our inspectors visited him, acquainted 
him with the law, and got him to consent to voluntary destruction 
of his stocks of medicine which were by then under seizure. An 
order prohibiting his sending or receiving mail was then rescinded. 
Subsequently, he advertised deviously in Popular Mechanics from an 
accommodation address in another town, this being noticed also by 
the United States Food and Drug Administration, who approached 
us about it. The man was brought to trial at Sarnia, Ontario, and 
the following is quoted in part from the magistrate’s reasons 
for judgment. 

In my opinion any man who will try and play upon the mental attitude 
of some person suffering from tuberculosis is playing one of the meanest tricks 
I can imagine. Any man who will pretend to a person suffering from disease 
of that kind, often cancer, or heart disease, that in a few months or weeks they 
will be well; people who are suffering from diseases of that kind are easy marks. 
They are prepared to try anything if they think it will cure them, it being boosted 
up as a cure. I cannot imagine anything more contemptible. I find the accused 
guilty of the charge. 

The most interesting point was that the court decided that the typed, 
unsigned form letters, which were sent to those who replied with ten 
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cents to the box number, were truly advertisements to the 
general public. 

These cases bring into focus two features of the Canadian scene 
which are not accessible to the United States Act: the control of 
advertising in all its forms, and the power to take unrestricted action 
regardless of provincial boundaries. At some other time, I should like 
to comment upon the beneficial results of the consistent use of these 
powers to industry as well as to administration. 


“Advertisement” is defined by the Regulations as meaning any 
representation by any means whatsoever for the purpose of promoting, 
directly or indirectly, the sale or disposal of any food or drug. This, 
of course, is a complete coverage but, in practice, supervision tends 
to concentrate upon periodicals and upon the radio; it is not very 
often feasible to supervise verbal advertising. In respect to the radio, 
the Canadian Broadcasting Corporation, by virtue of a section of 
its regulations, requires the Department of National Health and Wel- 
fare to pass upon all commercial scripts for foods or for drugs, and, in 
fact, for health treatments, before they are allowed to go on the air. 
This service works very well and although it was perhaps resented by 
sponsors of goods, by advertising agencies, and by the station man- 
agers at the outset, it is now regarded by the last two bodies, at least, 
as being a very valuable service inasmuch as they all know that they 
can carry on with a program after it has been approved without any 
possibility of being suddenly pulled off the air. Further, they know 
that any criticism of claims by the listening public can be passed 
off to Inspection Services. 

Section 7(e) of the Act declares that an article of food or drug 
is misbranded if false or exaggerated claims are made for it upon label 
or otherwise. Although or otherwise may be held to refer to advertising, 
it might well be argued that it only refers to the appanages of the 
labeling system. Thus, in considering advertising under the Food 
and Drugs Act, we generally refer to Section 32A, about which I will 
have something to say later. Since the Food and Drugs Act operates 
as criminal law, which is in the purview of the Federal government, 
there is no question as to whether it can operate within a province 
and, in fact, it seems as though the provinces are very willing to 
leave this field entirely to the federal authority. 
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False Label or Neglect to Label 


Misbranding of course refers to the article itself and not to the 
person who committed the offense of misbranding. As I pointed out 
before, in order to proceed against such person we have to invoke 
Section 23 of the Act which also mentions the penalties. There is, 
however, another section, Section 32, which says: 


Every person who 

(a) attaches to any article or package of food or drug sold or offered or 
exposed for sale any label or mark containing any untrue or misleading name, 
device, or statement; or 

(b) neglects or refuses to label or mark any article or package of food or 
drug in accordance with the requirements of this Act; 
is guilty of an offense. 

There is nothing particularly remarkable in this section, but its 
judicious use in connection with the section that outlines misbranding 
is usually sufficient to cover any case that might come before us. 


The particulars of paragraph (a) speak for themselves and have 
the widest possible range. There is nothing in them that is defined 
in so many words as being offensive, but they do seem to be confined 
to the label, the package, and the immediate surroundings and not 
to advertisements. They carry most strongly the intent of the legis- 
lators that the unsophisticated buyer shall not be exposed to false or 
tricky labeling methods as far as foods or drugs are concerned. 
Obviously, however, some person has to form an opinion as to whether 
@ label or mark does offend, or whether mere harmless puffery is 
involved. This, of course, it where the officers of the administration 
come in and where they must interpret the intent of the legislation 
and conceive their duty. It is also where bureaucracy can flourish 
and undue strain can develop. Further, it is a fertile field for failing 
to maintain a just balance of both restrictive and permissive measures. 
The task of maintaining as great a measure of uniformity as can be 
achieved is continuous and onerous. The scrutiny that is maintained 
by industry and the writers of labels and inserts is unremitting and 
may result in challenges, even on comparisons of apparently unrelated 
products. This, however, is not regarded as anything but proper and 
is of the essence of building up proper administrative control pro- 
cedures. The opinions of the review officers are conveyed to the firm 
concerned and adjustments are negotiated. That this is successful 
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is borne out by the relatively insignificant number of prosecutions 
that are demanded: It would not be fair to claim an overwhelming 
success for this method of approach. Its principal defect is that after 
negotiations have proceeded to the limit, there may still be objection- 
able features remaining which are of;such a minor character that it 
would be absurd to go to court with them. The consolation here 
is that it is frequently doubtful whether minor faults are not also in 
the range of puffery. 

Strictly on the matter of labeling, the Regulations do postulate 
certain requirements as being mandatory. For foods they are what 
might usually be expected and are comparatively simple: common 
name, or list of ingredients in descending order of the proportionate 
content; name and address; statement of net contents; and announce- 
ments of color, preservative, and non-natural flavoring. Drug labeling 
has demanded more detailed treatment and would need to have an 
article to itself. 

Inspection Services has long found it to be possible, and unde- 
niably profitable to themselves and to industry, to review labels at 
the request of the manufacturer of the food or the drug upon which 
they will be used. It is always clearly pointed out that the review 
is but an expression of opinion given in the light of the administra- 
tion’s assessment of the intent of the law, based upon experience, and 
illuminated by successful prosecutions ; and that, because the law does 
not provide for any outright approval of labels, the opinion is given 
without prejudice, so that should the Regulations change, the opinion 
given is no longer of value. Along with this, and well-known to 
industry, is an administrative tolerance for stocks of labels that unwit- 
tingly carry minor faults, or that would be otherwise wasted because 
of changes in the law. 


Misleading Advertisements 

Section 32A says: 

Every person shall be guilty of an offense under this Act who advertises 
any food or drug in a manner which is misleading or likely to create erroneous 
impressions regarding its value, composition, merit or safety, either by reason 
of statements made or device made use of in such advertisement, or because 
of failure to disclose in such advertisement essential facts concerning the actual 
properties of such food or drug. 

A subsection appropriately releases the printer or publisher who 


has acted in good faith. 
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Those familiar with the Federal Trade Commission Act will 
recognize the wording of this section. 

The most apparent effect of this provision of the law is that it 
transports the prohibitions against the misdirections that in labeling 
would be characterized as misbranding to that field of advertising 
that cannot be identified as labeling. It tacitly recognizes that adver- 
tising consists of skilfully created impressions, of leading the recipient 
to the opening of his purse strings, and it does not deny the legitimacy 
of these practices in healthy competition. All that it demands is that 
the leading should not be misleading, nor the created impressions 
erroneous ones, nor even likely to be erroneous. In theory, and as 
an expression of social principles, it can hardly be challenged in this 
day and hour, at least in the field of the proffering of foods or 
drugs, a field from whence the harsh mandate of “let the buyer 
beware” has departed forever. In practice, when it was a new thing, 
the legal advisers to the Crown were chary of recommending the 
application of this section by way of the courts; preference was 
expressed to the older, well-tried methods of obtaining an official 
sample, and having a Dominion analyst prepare a certificate that 
purported to show misbranding of the goods. To allege misbranding, 
advantage was taken of Section 7(e) which says that a food or drug 
shall be deemed to be misbranded if false or exaggerated claims are 
made for it upon the label or otherwise. The italics are mine for it 
was upon these two words that the administration was compelled to rely 
to catch up with false or exaggerated statements that occurred out- 
side of the immediate area of the labeling system. The doubt that 
or otherwise really referred to that outside area is a real one and, 
though it was never the subject of a challenge by defense counsel, it 
was always regarded by administrative officers as perhaps too devious 
an approach. It does not please the conscientious official to sub- 
scribe to the idea that the end justifies the means. The words “false” 
or “exaggerated” are limiting terms, and it is only too easy to show 
that a grossly misleading advertisement has no false or even exag- 
gerated word, phrase, or sentence. It is not false or exaggerated to 
omit essential facts or so to fashion inconsequential facts that the 
common person will gain an impression that does not reflect the 
truth. It is too easy to picture a scientist, a laboratory, a hospital, 
to quote professionals, and to do a hundred and one other things to 
create an impression or an atmosphere. Section 32A seems to cover 
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this field adequately enough. 1t speaks of “a manner” in which things 
should not be done; surely an allusion to atmosphere. It affirms that 
there must not be repression of pertinent material. It does not say 
that the prosecution has to show that some person, any person, has 
been misled or has received an erroneous impression; it simply asks the 
court to say whether or not the advertising is misleading or is likely 
to create an erroneous impression. 

As yet, only a few actions have been joined in regard to this 
section. In one fairly recent case, the defense contended that the 
prosecution could not rely upon such a vague submission as “likely 
to create,” but that it had actually to be shown that some person was 
actually misled. The magistrate was unable to take this interpreta- 
tion of the words of Section 32A. With the increase of technology 
in the food and drug industries, the augmentation of research work, 
and the overwhelming flood of scientific literature in all the many 
fields and specialties ancillary to foods and drugs, it is a task of no 
small magnitude thoroughly and properly to prepare a prosecution. 
under this section. It must be realized that it can be, and usually 
is, a tremendous burden upon the defense to oppose the contentions 
of the Crown. It can be a battle of experts. These facts lead to two 
results. One is that a firm must have resources to stand the expense 
of an elaborate defense, so that the less wealthy firms may well choose 
the lesser evil and give up without a struggle. The second is that 
the administration, in the knowledge of a possibly sterile victory, will 
exhaust every effort of compromise or reconciliation before embarking 
upon the final step. 

As prosecutions in Canada are bound by the terms of the Criminal 
Code, charges must be laid not later than six months after the alleged 
offense has taken place. The hearing, before a magistrate, or an equiv- 
alent bench, is placed quite promptly upon the calendar and, except 
in unusual circumstances, multiple adjournments become increasingly 
difficult to arrange. This tends to prevent rather successfully deferring 
the hearing of a case until years after the offense has taken place. 


Onus of Proof; Section 406(3) of the Criminal Code 


So far, in the situations about which I have written, the onus 
of proof rests, as it usually should, upon the prosecution, the Food 
and Drug Administration. There are times, and perhaps not just a 
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few times, where it is obviously unfair to the country, which is the 
people, to be put to the burden and the expense of conducting trials, 
clinical or therapeutic for example, or to unmask the absurd preten- 
tions of some quack or even of an honest but misguided person. 


It may not be legally sufficient to rely on experts who can only 
say that from their knowledge, experience, equipment, and so forth, 
that the pretensions are absurd. The experts themselves, too, would 
in nearly all cases have preferred to make a test, just in case perhaps. 
On the other hand, it seems to be fair to require that the would-be 
vendor of a drug to treat disease should not just imagine the thera- 
peutic success, or be misled because of his own lack of accurate 
knowledge. He would, it seems, rightly have to be under some heavy 
obligation to be sure of his ground before he attempts to interfere, 
for money, in the course of health and disease. It is for this reason, 
but only when all the circumstances clearly warrant the step, that 
recourse is had to Section 406(3) of the Criminal Code. This is worded 


Every person who publishes, or causes to be published, any advertisement 
containing any statement or guarantee of the performance, efficacy or length 
of life of any product for the purpose of either directly or indirectly promoting 
the sale or disposal of such product and which statement or guarantee is not 
based upon an adequate and proper test, shall be guilty of an offense and liable 
upon summary conviction to a fine not exceeding two hundred dollars or to 
six months’ imprisonment, or to both fine and imprisonment; Provided that 
any person publishing any such advertisement accepted in good faith in the 
ordinary course of his business shall not be subject to the provisions of this 
subsection; 

(b) Without excluding any other adequate and proper test, a test by The 
Honorary Advisory Council for Scientific and Industrial Research or any other 
public department shall be considered an adequate and proper test for the pur- 
poses of this subsection, but no reference shall be made in any such advertise- 
ment to the fact that a test has been made by such Council or other public 
department, unless and until the details and form of the proposed advertisement 
have been approved and permission has been given, in writing, by the Council 
or department which made the test. 

(c) On any prosecution under this subsection, the burden of proof that an 
adequate and proper test has been made shall lie on the defendant. 


and, as will clearly be seen, places the onus squarely upon the person 
who ventures to make claims. 
May I finish in the philosophy with which I started. These are 


all means to anend. There are many means to the same end. Some 


are better than others but the end does not in itself justify the means. 
[The End] 
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LEADERS 
IN FOOD AND DRUG LAW 


. 1, eee 


BY FRED B. LINTON 


THE AUTHOR, FORMERLY ASSISTANT TO THE COMMISSIONER 
OF FOOD AND DRUGS, IN THE FOURTH OF HIS SERIES OF 
ARTICLES ON LEADERS IN THE FIELD, DEPICTS SEVERAL 
EPISODES IN THE STRUGGLE TO MAINTAIN HIGH 
STANDARDS BY THE FOOD AND DRUG ADMINISTRATION 


OW MUCH LEAD AND ARSENIC in the form of spray 
residue On fruits and vegetables can be eaten without danger 
to health? That question was acute in 1927, when the Food 

and Drug Administration was organized. Since then, more effective 
insecticides have come into use. The problem of tolerances for the 
newer insecticides is still with us. The history of the struggle to 
keep lead arsenate within safe limits is illuminating. 

Apples are delicious and wholesome. To satisfy the collective 
appetite of people at home and abroad for apples, their commercial 
production has increased enormously. Apple growing is now big business. 


As orchards multiply, so does the codling moth, the pest that 
unless controlled will make unmarketable most of the apples produced. 
Lead arsenate was formerly the poison most generally sprayed on 
apples to control the codling moth. When lead arsenate first came 
into general use for spraying apples, the sprays were comparatively 
light, and, in some sections of the country, summer and fall rains 
removed most of the residue before the apples were harvested. As 
time went on and the codling moth multiplied, apple growers sprayed 
more heavily, more often, and nearer the time of harvest. Then 
binders or adhesives were used to make the sprays stick and oil emul- 
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sions were applied to give a thick, even, waterproof coating, with the 
result that the apples at the time of harvest bore larger and larger 
quantities of spray. 


Loss of Foreign Market Threatened 


Health hazards from excessive spray residues on apples received 
attention as early as 1919. In that year the Boston Health Department 
found apples on the market that contained quantities of lead arsenate 
which were considered by that department to be dangerous to health. 
Later, the British Ministry of Health threatened to outlaw American 
apples because of excessive residues. 

Surveys were made by the United States Department of Agri- 
culture to determine how much arsenic and lead remained on apples 
at the time of harvesting. The amounts varied greatly. Methods for 
washing apples in a dilute acid solution that would remove most of the 
residues were developed by the specialists of the United States Depart- 
ment of Agriculture and state experiment stations, which were used 
extensively by the apple industry. More accurate methods of chemical 
analysis to determine the exact amount of lead remaining on apples 
were developed in the Food and Drug Administration by Dr. Ward 
B. White. 

Hundreds of shipments of apples bearing excessive residues of 
lead and arsenic were seized under the pure food law and removed 
from the market until cleaned and made safe for consumption. Exten- 
sive educational work to show apple growers both how to spray and 
how to wash apples, so they would be free of excessive residues when 
ready for the market, was carried on by Federal and state horticul- 
turists. The amounts of spray residue permitted were reduced from 
year to year until, in 1932, the so-called world tolerance of 0.01 grains 
of arsenic per pound of fruit was reached. At that time, the apples 
produced in American orchards, with very few exceptions, reached 
the highest peak of perfection in wholesomeness. Not even the most 
carping critic could complain of any health hazard from the consump- 
tion of apples as the cleaning and control campaign reached a climax. 


Shippers Oppose Low Tolerance 
Up to that time, most apple growers and shippers supported 
Commissioner Campbell’s program. A few did so reluctantly. A still 
(Continued on page 482) 
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Above—Walter G. Campbell, Commissioner of Food and Drugs, 
leader in food and drug law enforcement 1907-1944 
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smaller group fought it from the first, and contested in court the 
seizures and prosecutions instituted. In almost every court case the 
charges of the government were upheld. 


During the economic depression of the early thirties, the price of 
apples dropped sharply. As the margin of profit narrowed, in some 
instances to the vanishing point, the cost of washing apples in a dilute 
acid solution became more and more burdensome to apple growers. 
Protests against washing increased rapidly in number and in intensity. 
Eventually they descended like an avalanche, not only upon Campbell 
but upon members of Congress, cabinet officers, and the President. 


For eight years, Campbell withstood the pressure although it 
required all his powers of persuasion. He was supported by a sincere 
conviction, shared by horticulturists, pharmacologists, chemists, health 
officers, and a few leaders of vision in the apple industry, that holding 
spray residues on apples at the lowest level practical of attainment is 
desirable both for the protection of the public health and in the long 
run for the best interests of the apple growing industry. It had been 
demonstrated for eight years that a very low level of spray residue 
on apples could be attained by the use of proper methods of spraying 
and of cleaning. Campbell made a gallant fight to hold the low levels 
attained in 1932 and retained up to 1940. 


One apple grower was an influential member of the Committee 
on Appropriations of the House of Representatives, who later became 
chairman of that powerful committee, the committee to which Camp- 
bell must appeal for funds to support the enforceent of the Pure Food 
Law. The Honorable Clarence Cannon owned and operated an orchard 
in Missouri. He considered the spray residue program to be.nonsense. 
He undoubtedly was sincere in his oft-expressed opinion that lead 
arsenate on apples never harmed a man, woman, or child. 


Campbell Challenged by Cannon 


A subcommittee of the Appropriation Committee of the House, 
early in the year 1935, held hearings on the appropriation bill for the 
Department of Agriculture, which then included the Food and Drug 
Administration. The Honorable Mr. Cannon, at that hearing, paid his 
respects in no uncertain terms to the program which had reduced each 
season the tolerance for arsenical spray residues until it reached the 
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low level of the so-called world tolerance, and within the limits deemed 
safe by eminent pharmacologists, toxicologists, and medical specialists. 

_ Mr. Cannon, as a member of the subcommittee, asked various 
bureau chiefs of the Department of Agriculture as they appeared 
before him if they had personal knowledge of anyone having been 
made ill by eating apples sprayed with lead arsenate. They answered 
that the effect on the health of consumers of arsenic and lead on apples 
was not within the field of their official investigations, but was the 
responsibility of those who administered the pure food law. They 
suggested that Mr. Cannon ask that question of Mr. Campbell. Mr. 
Cannon repeatedly challenged the Department to produce any evidence 
that any person had ever been harmed by eating apples sprayed with 
lead arsenate. 

Cannon was presiding as Acting Chairman of the subcommittee 
when Mr. Campbell appeared on February 11, 1935, to support his 
estimates for funds for the next fiscal year. Mr. Cannon and other 
members of the subcommittee, as was their duty, closely cross-exam- 
ined Campbell on the law enforcement operations of the Food and 
Drug Administration. Toward the end of the hearing, Cannon remarked 
that he had no doubt but that Campbell had been told of the questions 
asked about spray residue and that he had come prepared to answer them. 


Committee Hears Evidence 


“As a matter of fact I am prepared to submit evidence on the 
subject,” replied Campbell. For an hour he held the intense interest of 
the members of the subcommittee as he reviewed, with scarcely a 
glance at his notes, an array of facts assembled by specialists of his 
scientific staff on the ill effects of both lead and arsenic. He reviewed 
the scientific literature on the subject covering the work of many 
investigators both in this country and abroad. There was abundant 
evidence to show that when lead or arsenic are consumed in relatively 
minute quantities over a long period of time adverse symptoms develop. 
There had been no scientifically controlled experiments yet completed 
which proved conclusively how much of either could be consumed 
with safety by healthy people, much less by invalids and children. 
The minute quantities permitted under the Food and Drugs Act were 
the amounts recommended to him as safe by a committee of the leading 
toxicologists of the nation. 
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In accepting Cannon’s challenge to cite any specific instances of 
injuries caused by eating apples bearing lead arsenate, Campbell told 
of the case of the daughter of a physician residing in Billings, Mon- 
tana, who became seriously ill. Her physician father diagnosed her 
ailment as arsenical poisoning from sprayed apples which she had 
eaten in considerable quantity. He sent her to the Mayo Clinic where 
the diagnosis of arsenical poisoning was confirmed. She was returned 
to her father’s home where in a short time she died. Of this case 
Mr. Campbell on another occasion said, “There is no doubt in her 
father’s mind or in the minds of the physicians of the Mayo Clinic 
about the cause of her illness, and the doctor on the basis of his own 
investigation unhesitatingly concluded that death was due to the con- 
sumption of fruit sprayed with arsenical sprays.” 

Campbell also cited the illness and death of a boy reported by a 
physician of Charles Town, West Virginia. When the physician was 
called to treat the boy, he learned that the lad had played, on the 
previous day, in a nearby orchard. He had eaten ten or twelve of the 
sprayed apples which had not yet been harvested. After his death, 
an autopsy revealed characteristics of arsenical poisoning. Specialists 
in Baltimore, who made laboratory examinations of organs from the 
body of the boy, found quantities of arsenic and of lead “sufficient to 
justify the conclusion by them that death was due to metallic poisoning 
from eating fruit.” 

Although other specific poisoning cases were cited by Campbell, 
he asserted that the chief dangers from spray residues on apples were 
not acute illnesses resulting in sudden death. Admittedly there were 
only a few such cases of record. The damage is usually chronic. The 
continued consumption of lead arsenate has cumulative effects which 
include deterioration of the liver, kidneys, and other organs of the body. 


Evidence of Poison Deleted 

When the official printed record of the hearings consisting of 
1,693 pages for the Department of Agriculture as a whole reached my 
desk a few days later, | turned at once to that part relating to the 
Food and Drug Administration. I was eager to see if Campbell’s 
words were as convincing in print as when spoken to the committee. 
To my amazement the printed record contained nothing of his state- 
ment about spray residue! Not a single word of his evidence on the 
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danger of lead arsenate on apples had been printed. Some one had 
deleted every word he said on the subject. 

Even more amazing was the fact that Cannon’s challenges to 
other bureau chiefs to show a single instance of the harmful effects 
of spray residue were printed. Also printed were the replies of the 
other bureau chiefs who stated that Campbell was the man to whom 
Cannon’s questions should be directed. All fingers pointed to Camp- 
bell, but when one turned to his testimony as printed, it appeared he 
had failed to accept Cannon’s challenge, the implication being that he 
was unable to furnish any evidence in support of the spray residue 
program. 

Senator Copeland of New York noticed the omission, or was it 
called to his attention? He telephoned Campbell and inquired why 
he had not discussed, in response to Cannon’s challenge, the hazards 
from spray residues of which the Senator, as a physician, was aware. 
Campbell replied that he had discussed the subject at length but that 
every word had been cut from the official record. He also told the 
Senator that the official reporters had typed his statement in full but 
that all of it had been deleted before the report was printed. 

Senator Copeland demanded of the official reporters a copy of all 
that Campbell had said at the committee hearing. The copy was fur- 
nished. A few days later, Senator Copeland arose in the Senate 
Chamber and called the attention of his fellow senators to an error in 
an official report. The error was made, he asserted, by the usually 
careful and accurate printer. On the innocent printer the Senator with 
grim irony placed the responsibility, although every senator present 
knew that such deletions were never made by the printer unless 
authorized or directed by some responsible official of the Congress. 
Waving the typed copy of Campbell’s statement, the Senator threat- 
ened to read it in full at a later date for the edification of the Senate 
and of the public, and thus have it published in the Congressional 
Record. There it would have wider publicity than in the report of the 
hearings. Repercussions from the Senator’s speech were immediate. 


Buchannan Seeks the Facts 
James P. Buchannan, of Texas, was at that time Chairman of the 
House Committee on Appropriations. One of the fairest men that 
ever represented a district in Congress, Chairman Buchannan did not 
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ignore the implications of the ironical speech of Senator Copeland. 
He at once summoned Campbell to his office at the Capitol. At Camp- 
bell’s request, I accompanied him. 

Chairman Buchannan said he was greatly concerned to learn that 
questions had been raised as to the correctness or completeness of the 
official record of a hearing before a subcommittee of the Committee 
on Appropriations. What did Campbell know about it? I have known 
few men who can select the significant facts of a situation and state 
them more clearly than can Mr. Campbell. I never heard him speak 
more effectively than on this occasion. Most vividly he pictured the 
complex spray residue problem, the efforts of himself and others to 
solve it to the advantage of both those who grow apples and those 
who eat them, and his surprise and indignation at the deletion from 
the official record of his entire testimony on the subject. 


Buchannan listened intently to Campbell’s story, and then said, 
“Mr. Campbell, it is too late to change the record already printed. 
I assure you, however, that any statement you make hereafter on 
spray residue or on any other subject before the Committee on Appro- 
priations or any subcommittee of it, will be printed in the official 
record, as long as I am Chairman of the committee.” He added with 
a twinkle in his eye, “I advise you not to say anything before the 
committee unless you want it printed.” 


On February 22, 1937, Chairman Buchannan died. 


Poison Investigation Stopped 


In the meantime, Mr, Cannon had been made Chairman of the sub- 
committee which handled the appropriation bill for the Food and 
Drug Administration. In the appropriation act for the fiscal year 
begining July 1, 1937, there was inserted this provision: “Provided 
further, That no part of the funds appropriated by this act shall be used 
tor laboratory investigations to determine the possible harmful effects 
on human beings of spray insecticides on fruits and vegetables.” 


That provision stopped a scientific investigation that had been 
under way for two years in the Pharmacological Division of the Food 
and Drug Administration to find out exactly how much lead and 
arsenic could be consumed without harm to health. A staff of pharma- 
cologists and toxicologists well-fitted by training and experience to 
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conduct a scientifically controlled experiment, had been selected and 
put on the project two years before by Commissioner Campbell after 
consultation with, and upon the advice of, leading specialists through- 
out the nation. The plan of the investigation had been considered, 
modified, and approved by a committee of eminent scientists appointed 
by the National Academy of Sciences. 

Dr. Herbert O. Calvery, who had immediate charge of the investi- 
gation, was an eminent pharmacologist and commanded the respect 
and confidence of other scientists carrying on research in the field of 
toxicology. Within another year the scientifically controlled experi- 
ments would have answered authoritatively the question of how much 
lead and arsenic could be consumed without harm to health. 

That provision in the appropriation act stopped not only the 
investigation of the Food and Drug Administration, but laboratory 
experiments in other bureaus of the Department of Agriculture, which 
were charged with the responsibility of finding new insecticides and 
recommending their use after finding out if they were safe for use. 


Poison Tolerance Increased 


Congress, in another appropriation act, authorized an expenditure 
of $50,000 annually by the Public Health Service “for investigations to 
determine the possibly harmful effects on human beings of spray 
insecticides on fruits and vegetables.” 

The Public Health Service, not on the basis of scientifically con- 
trolled experiments, but on the basis of a three year survey in apple- 
producing sections, recommended that increased quantities of lead 
and arsenic be permitted. The change was announced in the 1941 
annual report of the Food and Drug Administration, as follows: 

Liberalized tolerances for lead and arsenic residues on apples and pears 
were announced by the Federal Security Administrator on August 10, 1940, 
upon the recommendation of the United States Public Health Service after its 
three year investigation undertaken at the direction of Congress. The tolerance 
for lead was placed at 0.05 grains per pound of fruit, and for arsenic (arsenic 
trioxide) at 0.025 grains per pound. The investigation of the Public Health 
Service dealt only with lead and arsenic in the form of lead arsenate on apples 
and pears, and it did not deem the revised tolerances applicable to other food 
commodities. 

“Liberalized” may be, or may not be, the appropriate word to 
apply to a change that permitted twice the amount of lead and two and 


Leaders in Food and Drug Law Page 487 








one half times the amount of arsenic previously permitted on apples 
and pears. Safe levels for such potent poisons as lead and arsenic 
should be determined, say competent pharmacologists, on the basis 
of data acquired by laboratory tests of their effects on guinea pigs and 
other animals under scientifically controlled conditions in conjunction 
with data already acquired through observation of their effects on 
human beings. 

Fortunately for consumers and for the apple industry, the use of 
lead arsenate for spraying apples has been largely eliminated because 
of the increased use of more effective insecticides. Tolerances for the 
newer insecticides are being established under the provisions of the 
1938 Food, Drug, and Cosmetic Act. 


Campbell Opposes Corn Sugar Amendment 

Campbell was frequently called before committees of both the 
House and Senate in reference to proposed amendments to the Food 
and Drugs Act. 

On one occasion I accompanied him to a hearing called by the 
Interstate and Foreign Commerce Committee of the House. The com- 
mittee was considering a bill sponsored by the manufacturers of corn 
sugar, by representatives of corn growers, and by congressmen from 
corn-growing states. The purpose of the bill, as stated by its pro- 
ponents, was to amend the Food and Drugs Act to permit the substi- 
tution of corn sugar for cane sugar in the manufacture of jams, jellies, 
preserves, canned fruit, and some other foods without declaring the 
substitution on the labels as was required by regulations under existing law. 

Pressure had been brought previously upon Campbell, various 
Secretaries of Agriculture, and the President, to interpret the food law 
So as to permit the use of corn sugar in place of cane sugar without 
label declaration in certain manufactured foods. Campbell had con- 
vinced all officials concerned with the enforcement of the food law, that 
the law required when corn sugar, or any other wholesome ingredient 
was substituted for a normal, long-used ingredient in any manufactured 
food, the fact of the substitution be stated upon the label. Consumers 
have a right to know what they eat, Campbell contended, and to pro- 
tect that right was the plain intent of the law. No cabinet officer or 
President had yielded to the pressure to change that interpretation of 
the law. 
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Department Moves Cautiously 

Interested parties were now trying to have the law changed. 
In doing so they were within their rights. A bill to amend the Food 
and Drugs Act had been introduced by Representative Cole of Iowa 
at the request of corn sugar manufacturers and with the support of 
corn growers. The bill had been referred by the committee to the 
Department of Agriculture for a report. 

Campbell was out of the city at the time. When he returned to 
Washington a few days later, he found that his staff had sent to the 
Secretary of Agriculture a memorandum giving reasons why he should 
make an adverse report on the bill. Secretary Jardine called Campbell 
to his office, and said that unless there were more impelling reasons 
than those stated in the memorandum, he was not willing to report 
adversely on the measure. He perceived no important principle involved 
since it was admitted that corn sugar was not harmful to health. 


Campbell told the Secretary that a basic principle of informative 
labeling was involved, a principle essential for consumer protection. 
Some consumers might prefer corn sugar in jams and jellies; others 
might prefer cane sugar. The two sugars are different substances. 
Only if truthful and informative labeling was required, could either 
group of consumers get what they desired. Furthermore, Campbell 
told the Secretary, the bill was much more drastic than it appeared to 
be on its face, that it would make a wide breach in the food law 
through which certain foods could be adulterated without hindrance. 
He convinced the Secretary that he should report adversely on the 
bill. The Secretary’s report expressed sympathy for the plight of the 
corn growers, but recommended, not too strongly, that the corn sugar 
amendment be defeated. 

The Secretary told Campbell that the Department should do 


nothing more to prevent the passage of the amendment. He had dis- 
cussed the bill with President Coolidge who was reluctant to oppose it. 


Campbell Calls on Congressman 
As the date for the hearing on the bill approached, it became 
apparent that Secretary Jardine did not intend to send Campbell or 
anyone else to oppose the measure before the committee. Campbell 
desired to oppose with all possible vigor the bill which he knew would 
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weaken the food law, but he might be denied the opportunity because 
of the reluctance of the administration to antagonize the corn growers. 

The easiest way for Campbell to meet the situation would be to let 
events take their course, and shrug off responsibility on the President, 
the Secretary of Agriculture, and Congress. Should he come out pub- 
licly in open opposition to the administration? That course would 
require him to resign. He was not yet ready to give up the fight, and 
he could fight for the cause more effectively within than without the 
Federal service. 

Campbell went to the capitol one day while pondering the prob- 
lem, and stopped in the office of James C. McLaughlin, a member of 
the Committee on Agriculture with whom he had frequent contacts 
about legislative matters. Campbell told of his concern about the 
corn sugar amendment. A similar measure had already passed the 
Senate. Unless defeated in the House, it would become the law of the 
land. McLaughlin shared his concern and expressed the hope that the 
Department would send some one to oppose it at the committee hear- 
ing. Campbell replied that it was quite unlikely that the Department 
would do so. McLaughlin suggested that Campbell attend the hearing 
to be available if, by chance, he should be called upon to testify. 


Committee Almost Persuaded 


On the day of the hearing, I accompanied Campbell to the capitol. 
Watching from a seat in the rear of the room as the hearing got under 
way, I was intensely interested to see how he would meet the situa- 
tion. The hearing room resembled a courtroom. There was a raised 
platform or dais with a long semicircular desk. Behind the desk sat 
the members of the committee which included James S. Parker, Carl E. 
Mapes, Walter H. Newton, Alben W. Barkley, Sam Rayburn, and 
Clarence F. Lea. 

The proponents of the bill had their say. The essence of their 
plea was that food manufacturers would not use much corn sugar in 
place of cane sugar as long as they were required to declare its use 
on their labels. If manufacturers could use it without label declara- 
tion, it was contended, they would use it extensively and create a 
greater market for domestic corn. The proponents emphasized that 
corn sugar is wholesome, a fact generally admitted. If wholesome, 
why need consumers be advised of its use, they asked. 
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It was apparent from questions and remarks by various members 
of the committee that most of them agreed if no question of health was 
involved, the matter of labeling was of minor consideration. The com- 
mittee seemed ready to report the bill with a recommendation that it 
do pass. The members appeared eager to do this small favor for the 
corn growers of the Middle West. 


Campbell Clears Up Some Confusion 

Near the end of the hearing, the chairman, after glancing at a memo- 
randum which had been sent to him by Representative McLaughlin, 
called upon Mr. Campbell. He arose from a seat in the rear of the 
room and stepped forward to a position within the semicircle made by 
the long committee desk, Until that moment he had not known 
whether he would be called. It seemed to me that his cause was already 
lost. Representatives of the corn sugar industry made no attempt to 
conceal their gratification at the way the committee was reacting. 
Since they understood the President would not oppose their measure, 
what could Campbell say that would change the outcome? 


Campbell made a brief factual statement about the present require- 
ments of the food law on truthful labeling and then, lowering his voice, 
read the proposed amendment in connection with that portion of the 
existing law that would be changed by it. 

Committee members leaned forward to hear. That low voice 
vibrated with a tone of warning. Not what he said so much as the way he 
said it, brought them to alert attention. Completing the reading of the 
law as it would be changed by the amendment, Campbell paused in a 
moment of intense silence, and then continued: 

That means, Mr. Chairman, that a food product that has corn sugar employed 
as an ingredient for sweetening or preserving purposes, and I can conceive of 


no circumstances under which its use properly would occur otherwise, ts absolutely 
exempt from the provisions of this act. 


Committee Cross Examines Campbell 
Having spoken for less than five minutes, Campbell concluded by 
Saying that it was the purpose of the Department to enforce the law 
in accordance with the intent of Congress, and that if the committee under- 
stood “the full significance” of the proposed amendment, he had nothing 
further to say about it. He turned to go to his seat. He was stopped 
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by a barrage of questions from committee members. Just what did 
he mean by the “significance of the amendment?” Other questions 
were fired at him in rapid succession. Insistently the committee dragged 
from him the facts he was apparently reluctant to state, but was 
actually eager_to give to the committee. 


The proposed amendments, he pointed out, would permit high 
cost honey to be mixed with low cost corn sugar and sold as honey 
without qualification. It would permit expensive maple sirup to be 
adulterated with comparatively cheap corn sugar and sold as, and at 
the price of, maple sirup. Other foods, too, could be adulterated in a 
similar manner, and not a thing could be done about it under the food 
law if amended as proposed. The amendment exempted all whole- 
some foods containing corn sugar from all provisions of the law, Camp- 
bell emphasized. 

“You think it would be a legislative deception ?” asked Congressman 
Mapes. Whatever public deception was involved, Mr. Campbell replied, 
“would be one authorized by legislation and not by administrative act.” 


Committee Members Convinced 

As the committee members with persistent questions drew the 
facts from the apparently reluctant Campbell, the atmosphere in the 
committee room changed perceptibly. I could discern the change in 
the voices of the committee members; I could see it in the faces of the 
considerable group of spectators in the room. That the committee was 
startled by Campbell’s disclosures was clear. To free jams, jellies, pre- 
Serves, canned fruits, honey, maple sirup, and other high cost foods 
from both the labeling and the adulteration provisions of the food law, 
if corn sugar was used as an ingredient, would inevitably lead to the 
demoralization of food industries and to the deception of consumers. 


The proponents of the amendment were on the spot, for it was now 
shown to be much more drastic than they had so far revealed. Prob- 
ably some of those who were pressing for the passage of the measure 
had not up to this time realized its full significance. 

After Campbell completed his testimony, he returned to his seat 
in the rear of the roam. Representative Newton came down from his 
chair on the committee platform and sat down at Campbell’s side. I 
heard him say: 
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Mr. Campbell, that was the most effective statement I ever heard made 
before this committee by a representative of the departments. Our committee 
did not understand the significance of the bill. We had about decided to report 
it favorably. Now, it could not be dragged out of this committee. 


The committee never did report it. 

Several years afterward, under the standard-making provisions of 
the Food, Drug, and Cosmetic Act of 1938, the use of corn sugar as an 
optional ingredient was permitted in a limited number of food products 
for which official standards have been promulgated. 


But that, as Kipling might have said, “is another story.” 


[The End] 


| * 8.8 

| FDA Report of June Activities 

| . . . - . . - . 
Forty-three convictions for violation of the Food, Drug, 
| and Cosmetic Act have been reported for the month of June 





by Federal Security Administrator Oscar R. Ewing. Twenty 

| cases involved unfit foods and six cases were based on mis- 

branded foods and animal feeds. There were 17 drug cases, in | 
which 14 involved retail druggists who had sold patent medicines 


without requiring a doctor’s prescription. 


Seized in June were 65 interstate shipments of food and 
16 of drugs on charges of failure to comply with the Federal 
law. In volume, the foods removed from the market varied 
from 27 pounds of coffee containing undeclared chicory to 
800,000 pounds of cereals that were insect-infested or moldy 
(Federal Security Agency Release A61, July 22, 1950). 
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WHEN THE EXPERTS DIFFER ON 


THE McANNULTY RULE COMES INTO PLAY. 
THE AUTHOR DISCUSSES THE IMPACT OF 
THIS RULE ON PAST AND PRESENT CASES 


FACT 
TERMINATION ABOUT THERAPEUTIC CLAIMS, 


DE- f° 


/ 





DEFENSE which has been successfully raised a limited num- 

ber of times, for the most part in postal fraud cases, against 
charges of false representations directed against curative claims 

made on the labels and in the advertising of drugs is the difference of 
medical opinion doctrine known as the rule in the McAnnulty case.’ 
The rule stands for the proposition that a fact determination as to the 
truth of therapeutic claims made on behalf of a healing system, device, 
or drug cannot be made when there is a conflict in medical opinion 
concerning the merits of such system, device, or drug.” 
The McAnnulty case arose fifty years ago when a Missouri cor- 
poration, which was organized to exploit a mental healing system, 
sought an injunction to restrain a local postmaster from carrying out 
a fraud order under the mail statutes. The order was a directive of 
the Postmaster General denying to the corporation receipt of mail 
because of the fraudulent nature of its business. The United States 
Supreme Court reversed a dismissal of the bill* on the ground that 





1 American School of Magnetic Healing 
v. McAnnulty (1902) 187 U. S. 94. 

2? The theory behind the rule is that a 
medicai opinion may only be honest or 
dishonest, not true or false. Since a cure 
by a drug must necessarily take place 
in the future, such opinion is said to be 
Only speculation as to the future effects 
of the drug. Hence curative claims for 
the latter are allegedly protected by the 
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false pretenses doctrine; namely, that mis- 
representations must relate to present or 
past facts, as distinguished from some- 
thing to take place in the future. Randle 
v. United States, 113 F. (2d) 945 (App. 
D. C., 1940). 

3 American School of Magnetic Healing 
v. McAnnulty, 102 Fed. 565 (C. C. W. D. 
Mo. 1900). 
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the Postmaster General had no authority to deny use of the mails 
because of fraud when the sole basis for that finding was the opinion 
of that official that the mental healing system was worthless. The 
Supreme Court took judicial notice of the fact that there were then 
divergent medical views as to the effect of the mind upon health and 
disease; that there was no way to prove the truth of one view or the 
other as a fact; and concluded that the Postmaster General’s opinion 
was thus entitled to no standing as evidence. 

The McAnnulty decision has never been expressly overruled. On 
the other hand, courts have become adept at getting around the rule 
by distinguishing cases and by developing new concepts of fraud.‘ 
Perhaps its chief claim to fame is that it laid the foundation for the 
holding in United States v. Johnson,® that the phrase “false and mis- 
leading in any particular” in the misbranding section of the 1906 Food 
and Drug Act® did not include label statements relating to curative 
claims but only to those relating to identity, strength, quality, and 
purity. The “false and fraudulent” requirement of the Sherley Amend- 
ment * which was enacted to overcome the effects of this decision was 
a direct result of the McAnnulty case. 





* See note 42. Code that ‘“‘false’’ means wilfully false 
5221 U. S. 448 (1911); accord Fougera or fraudulent). Cardozo, J.: ‘‘The form 
& Company v. City of New York, 224 _ of protection is publicity.’’ 
N. Y. 269 (1918) (Holding relative to simi- ® 34 Stat. 768 (1906). 
lar provision in New York City Sanitary * 37 Stat. 416 (1912). 
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The rule therefore proved to be a roadblock in the development 


of a strong national food and drug law.* At the same time, the rule 
forced the government to develop ingenious ways to prove fraud in 
drug cases.® 


1906 Federal Food and Drug Act 


Under the old Food and Drug Act, the McAnnulty rule played an 
important part, but that story is academic now. Suffice it to say that 
in addition to the Johnson case, the leading case is Seven Cases of Eck- 
man’s Alterative v. United States,° where the Supreme Court upheld 
the constitutionality of the Sherley Amendment. The statute had 
been attacked on the ground that it entered the domain of speculation. 
Mr. Justice Hughes, who had dissented in the Johnson case, pointed out that 

Congress deliberately excluded the field where there are honest differences 


of opinion between schools and practitioners ... It was, plainly, to leave no 
doubt upon this point that the words “false and fraudulent” were used. 


Federal Trade Commission Act 
With a lone exception, in false advertising proceedings where re- 
spondents have relied on the McAnnulty defense, cease and desist 
orders of the Federal Trade Commission have always been upheld,” 
mainly because findings of fraud are unnecessary and because of the 
statutory provision that on review “the findings of the Commission as 





8 United States v. Tuberclecide Co., 252 
Fed. 938 (S. D. Cal., 1916) (Quack rem- 
edies for tuberculosis held not falsely and 
fraudulently represented). Compare this 
case with Aycock v. O’Brien, 28 F. (2d) 
817 (CCA-9; 1928) (Fraud order against 
same products sustained). In the latter 
case, in disposing of the defense of res 
judicata the court said: ‘‘representations 


plus six physicians. A bio-assay test on 
animals and tests on humans were used. 
The defendant relied on three general 
practitioners, a dentist and an osteopath. 
These used the ‘‘bed-side,’’ empirical test 
on their sick patients. The court con- 
fessed a ‘‘lack of appreciation’’ for the 
latter method. For an excellent brief 
history of the advance of scientific medi- 


then made in good faith would, if now’ cine, see Stormont, ‘‘The Evolution of 
made in the light of greater scientific Rational Therapeutics,’’ 4 FOOD DRUG 
knowledge, and in the light of greater COSMETIC LAW QUARTERLY 442 (1949). 





experience in the use of these medicines 
themselves, be wholly inconsistent with 
the theory of good faith or any honest 
belief in their correctness.’"’ See gen- 
erally, Crawford, ‘“‘Technical Problems in 
Food and Drug Law Enforcement,”’ 1 Law 
and Contemporary Problems 36 (1933). 
* United States v. Lee, 107 F. (2d) 522 
(CCA-7; 1939) (Criminal conviction under 
1906 Act). There, to prove ‘‘Catalyn’’ 
vitamin tablets worthless, the government 
relied on a nutrition expert, two chemists, 
a microanalyst, and a _ pharmacologist, 
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1” 239 U. S. 510 (1916). 

1 Capon Water Co. v. Federal Trade 
Commission, 107 F. (2d) 516 (CCA-3; 1939) 
(Mineral Water). In the course of his 
entertaining opinion, Judge Clark observed 
that the petitioner's physicians ‘‘appeared 
to gather some of their clinical experience 
of Capon Springs Water from trying it 
on their dogs and wives.’’ Neff v. Fed- 
eral Trade Commission, 111 F. (2d) 495 
(CCA-4; 1941) (‘‘Glantex’’ for urinary dis- 
orders). 
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to the facts, if supported by evidence, shall be conclusive.” ** The 
exception is the famous first Raladam case,'* which arose prior to the 
Wheeler-Lea Amendment.’* The court of appeals applied the McAn- 
nulty rule when it was disclosed that the Commission had failed to 
follow the recommendations of the trial examiner who had stated: 

We appear to be involved in a scientific dispute the determination of which 
cannot be safely or justly predicated upon the evidence contained in this record. 
The product involved was “Marmola,” a desiccated thyroid obesity 
remedy. Five government medical witnesses had testified that “Mar- 
mola” was unscientific and unsafe; six testified to the contrary for 
the petitioner. Al] eleven were members of the American Medical 


Association. 


1938 Federal Food, Drug, and Cosmetic Act 

Under the 1938 Federal Food, Drug, and Cosmetic Act,’* there 
have been no adverse decisions. This is because proving fraud is no 
longer essential,’® although the government has an option to do so.” 
Leading cases are Research Laboratories, Inc. v. United States,* and 
United States v. 7 Jugs, More Or Less, Each Containing One Gallon of 
Dr. Salsbury’s Rakos.* Both cases emphasize that “tremendous ad- 
vancements in scientific knowledge and certainty have been made since 
the rule in the McAnnulty case was first announced,” and that “courts 
should give recognition to this advancement.” 

The Rakos case upheld the constitutionality of the misbranding 
section where an attack was made against the phrase “false and mis- 
leading in any particular” as void for uncertainty under the McAnnulty 





238 Stat. 719 (1914), as amended, 15 rectness from a medical or scientific stand- 
U.S. C. 45 (ce). point.”” (His italics.) It has been sug- 
1% Raladam Company v. Federal Trade’ gested that these scientific problems be 
Commission, 42 F. (2d) 430 (CCA-6; 1930), settled by expert referees certified by the 
aff'd on other grounds sub nom. Federal medical profession. See Smith, ‘‘Scientific 
Trade Commission v. Raladam Company, Proof and Relations of Law and Medi- 
283 U. S 643 (1931). In the Matter of cine,’’ 52 Yale Law Journal 588 (1943). 


Lambert Pharmacal Company, Inc., 38 #4 52 Stat. 111 (1938). 

F. T. C. 726 (1944), the Commission dis- 1552 Stat. 1040 (1939), as amended 21 
missed a complaint charging use of false U. S. C. 301-392. 

and misleading advertising representations %*21 U. S. C. 352 (a) (a drug is mis- 


with respect to ‘Listerine Antiseptic,’’ branded if a curative claim in its labeling 
where well qualified experts of national is false or misleading in any particular). 


reputation on both sides expressed dia- 721 U. S. C. 333 (b) (stiffer penalties 
metrically opposed opinions. Chairman _ are prescribed in such case). 
Freer remarked that ‘‘corrective action by %167 F. (2d) 410 (CCA-9; 1948) [CCH 


the Commission may resolve al! doubts as FOOD DRUG COSMETIC LAW REPORTS 
to the soundness of these opposing views ‘{ 7087]. 

from a legal standpoint but it would not 53 F. Supp. 746 (DC Minn., 1944). 
settle the underlying issue of their cor- 
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rule. The Research Laboratories case involved an arthritis remedy 
called “Nue-Ovo.” The government had made clinical tests on patients. 
Judge Garrecht held that “testimony of experts that is based upon 
tests or experiments made by them does not come within the ambit of 
the McAnnulty rule”; that expert testimony as to the consensus of 
scientific opinion is also relevant, and that opinion testimony as to 
therapeutic value is admissible even “where the witness has neither 
tested the product nor purports to report the consensus of medical 
opinion.” The history of the McAnnulty rule is fully discussed. The 
position of the Food and Drug Administration is that “the so-called 
difference of medical opinion doctrine has no applicability in non-fraud 
cases brought under the Federal Food, Drug, and Cosmetic Act.” *' 


Postal Statutes 

In the primary areas of Federal regulation of drug products, the 
conflict of medical opinion defense has lost much of its importance. 
However, there remains today a secondary field of regulation in which 
this defense may still be effective. This subsidiary field is encom- 
passed by the postal statutes denying use of the mails to anyone 
found by the Postmaster General “upon evidence satisfactory to him” 
to be conducting a “scheme or device for obtaining money through the 
mails by means of false or fraudulent pretenses, misrepresentations or 
promises,” ** or providing, in an appropriate case, for criminal con- 
viction.* 

The postal statutes have been an important means of regulation 
of traffic in “fake cures” for the past half century. Although all busi- 
ness is dependent in large part upon use of the mails, this is particu- 
larly true in the case of purveyors of nostrums. Without the use of 
the mails for advertising, shipping, and receipt of money, their busi- 





Philosophy in Federal Drug 
FOOD DRUG COSMETIC 


2 Note 16. The constitutionality problem ‘Pertinent 





raised by the difference in medical opin- 
ion doctrine bothered the framers of the 
1938 Act. See Herrick, Drug Products, 
p. 81 (1942); Dunn, Federal Food Drug 
Cosmetic Act, pp. 116-117, and particularly 
at p. 821 (1938). And it has bothered some 
courts. See also notes 72, 87. 

2 Willis and Goodrich, ‘‘Enforcement 
and Judicial Progress of the Federal Food 
Drug and Cosmetic Act,’’ 5 FOOD DRUG 
COSMETIC LAW JOURNAL 27, 37 (1950). 
The policy of the Food and Drug Ad- 
ministration toward the difference of medi- 
cal opinion problem is outlined in Dunbar, 
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Control,’’ 1 
LAW QUARTERLY 267 (1946), and Craw- 
ford, ‘‘Administrative Progress of the Fed- 
eral Food, Drug, and Cosmetic Act,’’ 4 
FOOD DRUG COSMETIC LAW QUAR- 
TERLY 22 (1949). 


22 Rev. Stat. §§$3929, 4041 (1875), as 
amended 39 U. S. C. 259, 732 (1946). 
2% Rev. Stat. § 5480 (1875), as amended 


18 U. S. C. 338 (1946), carried over into 
the new Federal Code of Criminal Pro- 
cedure at 62 Stat. 763 (1948), 18 U. S. C. 
1341. 
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nesses would find it difficult to operate. The postal “fraud order” is 


thus one of the most drastic remedies known to our law. 


Despite the fact that these postal fraud statutes, which have 
remained substantially unchanged since 1872, speak disjunctively of 
false or fraudulent representations rather than in the conjunctive, false 
and fraudulent, as in the Sherley Amendment, the contention that a 
scheme need only be false rather than both false and fraudulent seems 
never to have been raised.** Rather, the courts speak of the false and 
fraudulent nature of the scheme or device as the gravamen of the 
offense.2® That is, there is an additional requirement of proof of 
intent to deceive. In drug misbranding cases, the product must not 
only be found to be therapeutically worthless for the condition it was 
represented as a remedy for, but that the vendor knew it. But if the 


drug can be proved worthless, an inference of fraud is raised. McAnnulty 
The defense 


26 


casts doubt on this proof, and weakens such inference. 
may be effective therefore, where the issue is restricted to efficacy. 
Usually, however, the false and fraudulent state of mind of the vendor 
is proved by a finding of some collateral constructive fraud.** Occa- 
sionally, the vendor’s very ignorance may insulate him from such 
finding. This proved to be a difficult problem under the old Food and 
Drug Act.”* 


The McAnnulty Case 


In connection with this “false and fraudulent” problem, the 
McAnnulty case is of historical significance. For not only did the 
decision antedate the pioneer 1906 Food and Drug Act, but it appears 
to be the first reported case of its type arising under the postal fraud 
statutes, hence it represents the initial, albeit abortive, Federal attempt 
to control domestic traffic in “fake cures.” The rest of this paper 
will discuss McAnnulty and its subsequent case history under the mail 
statutes. 

The bill for an injunction against the fraud order had alleged 
that the “Magnetic Healing” business was “legal and legitimate,” and 





* At least in the courts. COSMETIC 


Compare notes (1949) [CCH FOOD DRUG 


LAW REPORTS f 7137]. 


83 and 84. 
* Post v. United States, 135 Fed. 1 7 See note 42. 
(CCA-5: 1905); note 84. It is a mail fraud % United States v. 237/12 Bottles of 
statute. *‘Lee’s Save The Baby,’ 44 F. (2d) 831 
* Pinkus v. Reilly, 170 F. (2d) 786 (DC Conn., 1930); see also, Dunn, Fed- 
(CCA-3; 1948), affirmed on other grounds eral Food Drug and Cosmetic Act, 252-253 


under name Reilly v. Pinkus, 338 U. S. 269 


The McAnnulty Case 


(1938). 
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founded “almost exclusively on the physical and practical proposition 
that the mind of the human race is largely responsible for its ills, and 
is a perceptible factor in the treating curing, benefiting and remedying 
thereof,” and that mankind could, through the proper exercise of the 
mind, “largely control and remedy” its ills. The system was further 
alleged to be confined to practical scientific treatment and was not to 
be confused with Divine Healing or Christian Science.*® The com- 
plaint was made that the “School” was being deprived of its “legitimate” 
business without due process of law in that inter alia the postal fraud 
Statutes vested an arbitrary discretion in the Postmaster General to 
determine who shall and who shall not receive mail, “as he may see fit, 
whether right or wrong” without court review, and thus gave him the 
power to “absolutely prohibit the carrying on of all commercial and 
business transactions of the country done through the mailing system.”*° 


A demurrer to the bill was sustained and the complaint dismissed.** 
The case reached the Supreme Court on direct appeal but that court, 
following its traditional policy, dodged the constitutional question. 
Although the point was not briefed by either side, the majority, speak- 
ing through Mr. Justice Peckham, two justices dissenting and voting 
to affirm, noted that the case arose on demurrer hence “all material 
facts averred in the bill are of course admitted.”*? The court held 
that where there is no evidence before the Postmaster General of a 
violation of the law, or if the admitted or established facts before him 
show no such violation, the Postmaster General’s determination that 
the evidence is satisfactory to him is a pure mistake of law on his 
part, his action is reviewable, and the execution of his order may be 
enjoined by the courts. The court further held that the admitted facts 
of the instant case disclosed such a situation, that the beneficial effect 
of the scheme in question was but matter of opinion not susceptible 
of proof as an ordinary fact; that is to say, there was no substantial 
evidence on which to base a fraud order. 








2? Mary Baker Eddy founded the Chris- 
tian Science Church the same year, 1873, 
that Harvey W. Wiley, the champion of 
the 1906 Food and Drug Act, became Chief 
of the Bureau of Chemistry of the Agri- 
cultural Department. At the time the 
McAnnulty decision was decided, both were 
highly controversial public figures. See 
generally, Wilbur, The Life of Mary Baker 
Eddy (4th ed. 1913); Dunn, “Original 
Federal Food and Drugs Act of June 30, 
1906 as Amended, Its Legislative History,’’ 
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1 FOOD DRUG COSMETIC LAW QUAR- 
TERLY 297 (1946). The opinion must be 
read with this in mind. 

% American School of Magnetic Healing 
v. McAnnulty, 187 U. S. 94, 96-99, 101-102 
(1902). 

31 Note 3. Absent express statutory pro- 
vision for review, the Post Office evidently 
considered the fraud order nonreviewable. 

32 American School of Magnetic Healing 
v. McAnnulty, 187 U. S. 94, 103 (1902). 
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Considering as true, complainants’ allegation that their business 
is founded on the proposition that the mind of the human race is both 
“largely responsible for” and can “largely control and remedy” its ills, 
the court asked: “can such a business be properly pronounced a 
fraud?” ** Answering the question in the negative, the court pointed 
out that it is recognized that the mind has a very powerful influence 
upon the body, that a hopeful mental state goes far to alleviate and 
aid in the cure of an illness, and that nature itself, succeeds in curing 
many bodily ills. The court felt that no one could accurately and 
definitely say to what exact extent the mental condition affects the 
body, thus this is a matter of opinion only. This remains true, said 
Mr. Justice Peckham, even if onesperson contends 

that the mind has an effect upon the body and its physical condition greater 
than even a vast majority of intelligent people might be willing to admit or 
believe. Therefore who can say that complainants’ claim to be able to effect 
cures through the mental powers of an individual is a fraud? How can anyone 
lay down the limit and say beyond that there are fraud and false pretenses? . . 
The claim of the ability to cure may be vastly greater than most men would 
be ready to admit, and yet those who might deny the existence or virtue of 
the remedy would only differ in opinion from those who assert it, because 
there is no exact standard of absolute truth by which to prove the assertion 
false and a fraud.” 


The opinion then went on in a like vein to discuss at length reme- 
dies, schools of practitioners, and curative claims in general. The 
resulting dicta has remained a source of solace and comfort to genera- 
tions of nostrum vendors. Summarizing the opinion, the court in 
very broad language sets out as a general rule that the efficacy of any 
particular method of treating disease is normally only a matter of 
opinion, hence an exponent of the method cannot be found guilty of 
fraud for advancing such belief, even if the great majority of more 
intelligent and experienced men do not believe in it. The court indi- 
cated however that several important limitations and qualifications 


apply to this general rule: 


1. There are some methods of treatment of disease which experi- 
ence has conclusively shown to be effective or ineffective, hence they 
lie in the field of demonstrable fact and not opinion, and any particular 


33 American School of Magnetic Healing % American School of Magnetic Healing 
v. McAnnulty, 187 U. S. 94, 103 (1902). v. McAnnulty, 187 U. S. 104 (1902). 
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method may fall into this category in the light of subsequent experi- 


99 35 


ence; that is, leave the “empirical stage. 


2. Even in a case where there may be honest differences of 
opinion, the limit is reached beyond which “there are fraud and false 
pretenses” where the claimed cure falls into the panacea class, such 


as a claim “that the treatment will always succeed.” ** 


3. Even in a case which seems to fall into the opinion category, 
the government may still be able to show “on the trial that [the] 


business as in fact conducted amounts to a fraud.” ** 


4. Finally, although it is not the Postmaster General’s function 
to resolve differences of medical opifiion and thereby determine who 
shall and who shall not receive mail, the court implied that a statute 
could be drawn assuming “to deal with matters of opinion,” and 
that this type of question might well be “submitted for decision” to an 


appropriate agency.** 


Subsequent Postal Cases 


In subsequent postal cases the Post Office Department and the 
courts quickly availed themselves of the limitations outlined. So in 
Branaman v. Harris *° where complainant’s business consisted of a mail 
order treatment for deafness, a postal inspector sent in thirteen symp- 
tom blanks, so framed as to indicate clearly various types of deafness 
incurable according to tests laid down in Dr. Branaman’s own litera- 
ture. In all thirteen cases, the trouble was diagnosed as deafness 
caused by catarrh, and the patient was advised that a combination 
treatment by complainant’s drugs and electrical head cap was abso- 
lutely necessary. The court rejected the argument that the charges 
involved matters of opinion only and upheld a Post Office finding that 
Dr. Branaman was not honestly practicing his profession but simply 
using it as a guise to perpetrate a deliberate fraud upon the public. 
The case was thus brought within the “as in fact conducted” exception 





% American School of Magnetic Healing 


% American School of Magnetic Healing 
104-105. See 


187 U. S. 


v. McAnnulty, 187 U. S. 105. See note 8. v. 


% American School of Magnetic Healing 
v. McAnnulty, 187 U. S. 105. See note 43. 
% American School of Magnetic Healing 
v. McAnnulty, 187 U. S. 111. See note 39. 
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to the McAnnulty rule, and an injunction against a fraud order was 
denied. In this case the court questioned the soundness of the rule, 
Saying: 

nor does the fact that certain physicians on both sides gave expert opinion 
testimony upon some phases of the case convert it into one based upon false 
opinions instead of actual fraud in fact. Such opinion testimony is commonly 


used in various fields of litigation, and serves properly to aid the judgment in 
cases where the facts which form the real foundatiof of the action are disputed. 


The great bulk of the cases falls into either or both of the two 
major exceptions to the rule; the exception just noted or the panacea 
or outright cure-all class, Always the defendants rely heavily on the 
broad dicta in the McAnnulty case that 
the effectiveness of almost any particular method of treatment of disease is to 


a more or less extent a fruitful source of difference of opinion, even though 
the great majority may be of one way of thinking,“ 


and consider as a carte blanche the phrase 


the claim of the ability to cure may be vastly greater than most men would be 
ready to admit, and yet those who might deny the existence or virtue of the 
remedy would only differ in opinion from those who assert it.“ 


But usually the defendants have made false statements with respect 
to collateral facts,*? or have made a claim that the treatment will 
always succeed,* or their advertisements by implication raise hopes 
of a cure-all panacea even though so worded that they do not make 
express misrepresentations; in the words of one judge: “artfully 
phrased to appeal to the afflicted and persuade them that [a specific] 
had at last been found.” ** Either of the last two examples may 
amount to reckless and wanton disregard of the truth, or constructive 
fraud; the representation is of such a character that it could not 
honestly be held.*® In these cases, the courts have easily been able to 
find fraud while giving lip service to the McAnnulty rule. 

Thus, fraud orders have been sustained against “Vitality Pills for 
lost manhood,” * an electric belt claimed to have a beneficial effect on 





# American School of Magnetic Healing 4 Baker v. United States, 115 F. (2d) 533 
v. McAnnulty, 187 U. S. 94, 105 (1902). (CCA-8; 1940). 

41 American School of Magnetic Healing * Aycock v. O’Brien, 28 F. (2d) 817, 
v. McAnnulty, 187 U. S. 104. 818 (CCA-9; 1928). 

“ Missouri Drug Company v. Wyman, “ Stunz v. United States, 27 F. (2d) 
129 Fed. 623 (C. C. E. D. Mo., 1904) 575 (CCA-8; 1928). 

(Thayer, J., was the Judge whom the “ Missouri Drug Company v. Wyman, 


Supreme Court had reversed in McAn- note 42. 
nulty); Leach v. Carlile, 267 Fed. 61 
(CCA-7; 1920). 
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all sorts of diseases,** “Organo Tablets” for sexual weakness,** “Tuber- 
clecide” and “Metablitone” for tuberculosis,*® mail order dental plates,*® 
a “cosmic generator” alleged to enable the body to absorb “Cosmic 
Affinity” if a prayer card containing the subject’s name was placed in 
the machine,” and “Al William’s Reducing Plan.” . 


Criminal convictions for mail fraud have been affirmed in cases 
involving an “Oxypathor” said to cause the body to attract oxygen 
from the air, thus curing all diseases,®* “Korex” for sexual weakness,” 
and hypodermic injections for cancer.®®> The latter was a fabulous 
case. One Baker, a grocery merchant, started a hospital for cancer, 
in 1929, and used the mails, radio, and magazines to expand his busi- 
ness, boasting “if he could find suckers enough he was going to make 
a million dollars.” The “Baker Hospital” soon expanded to three and 
thousands of unfortunates were treated in them by eclectic doctors who 
injected Baker’s secret fluids into all the patients daily without knowing 
what they contained. The fluids were called Numbers 4 and 5 to 
give them a scientific air. Number 4 contained hydrochoric acid, salt, 
a trace of phosphate and water. Number 5 contained glycerin, car- 
bolic acid, and alcohol. The court of appeals held “there was evidence 
compelling the conclusion that the Baker cure was a pure hoax.” 


Leach v. Carlile,®® the “Organo Tablets” case, is the principal 
authority relied on to uphold these fraud orders and convictions. The 
Leach case represents a blend of the panacea and “as in fact conducted” 
exceptions to the McAnnulty rule, to cover the gap where the remedy 
is not entirely worthless but where the curative claims go far beyond 
its actual value. It will be remembered that Mr. Justice Peckham, in 
the McAnnulty case, in referring to claims had indicated that no one 
could “lay down the limit and say beyond that there are fraud and 
false pretenses.” °* The Leach case sets such a limit. There the appel- 
lant who sold a preparation consisting of dried and powdered sheep 





47 Sanden v. Morgan, 225 Fed. 266 (S. D. 53 Moses v. United States, 221 Fed. 863 


N. Y. 1915). (CCA-2; 1915). 
* Leach v. Carlile, 258 U. S. 138 (1922). % Stunz v. United States, 27 F. (2d) 


* Aycock v. O’Brien, 28 F. (2d) 817 575 (CCA-8; 1928). 
5s Baker v. United States, 115 F. (2d) 


(CCA-9; 1928). 

%® Farley v. Heininger, 105 F. (2d) 79 533 (CCA-8; 1940). 
(App. D. C. 1939). 56 258 U. S. 138 (1922). 

3 Neher v. Harwood, 128 F. (2d) 846 % American School of Magnetic Healing 
(CCA-9; 1942). v. McAnnulty, 187 U. S. 104 (1902). 


8 Fanning v. Williams, 173 F. (2d) 95 
(CCA-9; 1949). 
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testicles and who relied mainly on psychology to induce sales, with 
statements such as: “Are you 100 per cent efficient ’”; “Be fair with 
yourself”; “Ask yourself, do I need it?’; “Don’t over-estimate your 
condition” ; ** had gone up to the Supreme Court relying on McAnnulty. 
In affirming the court of appeals ** which had affirmed a dismissal of 
a suit for an injunction below, Mr. Justice Clarke pointed out that it 
Was not necessary to decide whether the facts brought the case within 
that decision. 

It is sufficient to say that the question really decided by the lower courts 
was, not that the substance which appellant was selling was entirely worthless 
as a medicine, as to which there was some conflict in the evidence, but that it 
was so far from being the panacea which he was advertising it to be, that by 
so advertising it he was perpetrating a fraud upon the public. This was a ques- 
tion of fact . . . committed to the decision of the Postmaster General. = 


The point is that the decision allows fraud to be found in the way that 
the drug is advertised, while steering clear of the question of efficacy. 


The Leach rule has been variously stated. It covers those situa- 
tions where “the specific statement referred to could not be justified 
by an honest belief that [the remedy] possessed some stimulative 
- or where “the record does not warrant the conclusion that 


9 61 


effects 
appellant believed such broad assertions ” 62: or “where it 
was intended to convey and does convey the impression that the two 


” 63. 


medicines, used in conjunction, constitute a specific cure” ™; that is, 
as Was stated previously,” either where the representation is of such 
a character that it could not honestly be held or where the fraud or 
deception consists of implications reasonably derived from the adver- 
tising by the reader. Looking at such a case, from either point of 


view, a jury, court, or administrative agency is “justified in finding the 
representations to be either knowingly false or made with reckless 





3% Leach v. Carlile, 267 Fed. 61, 64-65 brain, the heart, the stomach, and notably 


(CCA-7; 1920). Said Judge Altschuler, the testicles... ."’ 

in a lyrical vein, at p. 63: ‘‘Search for %® Leach v. Carlile, 267 Fed. 61 (CCA-T; 
some clime or condition or spring or sub- 1920). 

stance which would arrest human decay, ® Leach v. Carlile, 258 U. S. 138, 139 
and restore manly strength and vigor, (1922). 

is coeval with love of life and strength, | Stunz v. United States, 27 F. (2d) 
and dread of decay and death. Whether 575, 579 (CCA-8; 1928). 

wholly or partly predicated on  super- *® Leach v. Carlile, 267 Fed. 61, 67 
Stition, or fact, or both, the thought is (CCA-7; 1920). 

as old as the hills that to partake by * Aycock v. O’Brien, 28 F. (2d) 817, 818 
way of food or otherwise of certain parts (CCA-9; 1928). 

of animals will produce beneficial effect * Notes 44-45. 


in the corresponding part in man—the 
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disregard as to whether they were true or false.” © The distinction 
between the McAnnulty and Leach cases was well stated in the Baker case: 

There may be a good faith difference of opinion as to the value and efficacy 
of the use of certain medicine or a curative practice ... But it is also true 
that what is advanced may only be a device intended to deceive, so wanting in 
basis, factual, rational or otherwise, that it must be denounced as a fraudulent 
representation - 


Cases Upholding the McAnnulty Rule 


In only four instances under the postal statutes have the appellate 
courts upheld the McAnnulty defense. In 1905 and 1911, criminal con- 
victions were reversed and, in 1943 and 1949, injunctions against fraud 
orders sustained. Of the four, the second, Bruce v. United States,®’ and 
the last, Reilly v. Pinkus,®* come closest to squaring with McAnnulty. 
The others are readily distinguishable, although the Rule was an 
important factor. 

In the first case, Post v. United States,®® the Circuit Court of Appeals 
for the Fifth Circuit reversed a criminal conviction of a 73-year-old 
woman who had practiced healing by a mental science method similar 
to that at issue in the McAnnulty case. Among many extravagant and 
fantastic claims was one that by “absent treatment” through a second 
person she could cure a third person without the latter’s knowledge. 
It was held that the government had to prove not only that the defend- 
ant did not administer this invisible treatment, but also that she did 
not intend to administer it; that this was the sole disputed question of 
fact in the record and that the charge that she did not so intend was 
not sustained by the evidence. An allegation that the defendant repre- 
sented that she could cure every form of disease and weakness by her 
“Mind Cure Treatment” was held not to be an allegation of a scheme 
to defraud under the authority of McAnnulty. However the trial court 
had charged the jury that 

When one contends that he has made new discoveries in science 
opposed to the general experience of man for ages, and directly in conflict with 
the generally accepted rules, seeks to gain money or secure profit thereby, 
the burden of proof of the truth of such discovery is upon the party making 


the claim, and such contention must be satisfactorily proved before it can be 
accepted. 


© Stune v. United States, 27 F. (2d) ® 338 U. S. 269 (1949) [CCH FOOD 





575, 579 (CCA-8; 1928). DRUG COSMETIC LAW REPORTS 
* Baker v. United States, 115 F. (2d) { 7137] 
533, 539 (CCA-8; 1940). * 135 Fed. 1 (CCA-5; 1905). 


8 202 Fed. 98 (CCA-8; 1912). 


Page 506 Food Drug Cosmetic Law Journal—August, 1950 














This charge was held error because it, in effect, directed the jury to 
return a verdict of guilty if the defendant failed to satisfy the jury that 
she possessed the power she claimed, contrary to the traditional 
American rule that in a criminal case the obligation to convince the 
jury of a defendant’s guilt beyond a reasonable doubt rests with the 
It is submitted that this erroneous charge was the real 
In reality, the defendant’s representations fell 


prosecution. 
basis for the reversal. 
into the panacea class condemned by the court in McAnnulty. 

The suggestion that the burden of proof be shifted to one who 
Presumably 


) 


insists he has a new remedy is worthy of consideration.” 
it could be justified on the ground that it is necessary to protect the 
public’s health and pocketbook. On the other hand, we have noted 
that under our common-law tradition a criminal defendant is innocent 
until proven guilty. We have long jealously guarded this safeguard 
of our liberty. Careful thought should be given to the possibility that 
such a change in the underlying philosophy of our law in one field 
might easily spread to others, just as we have seen the steady whittling 
away in many fields of the requirement of criminal intent. 

The second ™ case was reversed by the Circuit Court of Appeals for 
the Eighth Circuit because of the trial court’s refusal to charge the jury 
that whether the defendants are to be convicted... 
opinion of medical men that “Habitina” is not curative of morphinism; on the 
contrary, if the jury find from the evidence that whether “Habitina” is remedial 
in character when exhibited as part of the treatment of morphinism is merely 
a matter of opinion among medical men, the defendants must‘be acquitted. No 
conviction of fraudulent purpose can lawfully be based upon matters merely 


does not depend upon the 





of opinion.” 








7” The English have placed the burden 
of proof on ‘‘the party charged.’’ Public 
Health Act, 1875, 38 & 39 Vict., c. 55. 
$116; Food and Drugs Act, 1938, 1 & 2 
Geo. VI, c. 56. In Sanden v, Morgan, 225 
Fed. 266, 269 (S. D. N. Y. 1915), the court 
stated that in a fraud order case, unlike 
a criminal case, ‘‘under the most favorable 
construction to plaintiff, the burden is 
upon him, in effect, to prove a negative by 
a preponderance of evidence, that is to 
Say, to overcome the presumption that 
the conclusion of the Postmaster General 
is right or to point out that the Postmas- 
ter General has exceeded the statutory 


grant of power — The ‘“‘new drug”’ 
sections of the 1938 Federal Food Drug 
and Cosmetic Act, 21 U. S. C. 321 (p), 


355 (a)-(i) provide for advance approval 
by the Food and Drug Administration in 
so far as safety thereof is concerned. 


The McAnnulty Case 


1 Bruce Vv. United States, 202 Fed. 98 
(CCA-8; 1912). 

72 See note 20. The instant position was 
well stated in Stunz v. United States, 27 
F. (2d) 575, 578 (CCA-8; 1928): ‘Medicine 
is not an exact science. A _ respectable 
amount of authority can be cited to dis- 
pute the value of any well recognized 
method of treating disease. The decision 
as to the efficacy of any particular remedy 
or drug ought not in a criminal case be 
left to a jury of laymen, nor can the 
liberty of an accused be allowed to depend 
solely upon the choice that a jury might 
make between the conflicting opinions 
of medica! experts. The so-called quack 
remedy of today may be hailed tomorrow 
as an absolute cure and vice versa... 
We wish to emphasize that a conviction 
in a criminal case . . . must be bottomed 
on something more than conflicting opin- 
(Feotnote continued on page 508.) 
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“Habitina” had been represented as a cure for the morphine habit. 
In fact, the preparation consisted almost entirely of morphine. The 
defendant’s medical witnesses testified to the effect that a person could 
cure himself of the habit by reducing the doses gradually and instances 
where this had happened were cited. The prosecution’s medical wit- 
nesses testified that “Habitina” in the hands of an addict unrestrained 
and unassisted by a doctor would not tend to cure, and could not 
possibly cure the morphine habit. The court held that this conflict of 
medical opinion fell within the rule in the McAnnulty case. 


In the third case, a fraud order was enjoined for the first time 
since McAnnulty, a span of 41 years. The Circuit Court of Appeals for 
the Sixth Circuit, in Jarvis v. Shackelton Inhaler Co.,** where it was 
claimed a device spraying a vaporized solution would “prevent colds,” 
held that the opinion testimony of the government’s sole medical witness 
based on an incomplete statement to him of the analysis, that although the 
substances in the preparation were well known and had been used by physicians 
for a long time, they did not appear in the preparation in sufficient volume to 
have any germicidal effect, could give only temporary relief to nasal symptoms 
in some instances and none in others, 


was not substantial evidence. The court further held that “there 
is no substantial evidence that the advertisements, pamphlets and 
letters could raise hopes of a cure-all panacea” so that the case did 
not fall within Leach v. Carlile.** Obviously the case went off on the 
incomplete statement of the analysis. 

The /ast case presents a good summary of the preceding discus- 
sion. In this recent case, Reilly v. Pinkus,”® the Supreme Court, speak- 
ing through Mr. Justice Black, affirmed an injunction against a fraud 
order without prejudice to a reopening of the proceedings, on the 
ground that the complainant, Pinkus, had been denied the right to 
cross-examine the government’s medical witnesses concerning state- 
ments in certain medical books and medical dictionaries supporting 


complainant’s position. 





(Footnote 72 continued.) 

ion evidence.”’ See also, Dunn, Federal out by a jury which has chosen between 
Food Drug and Cosmetic Act, pp. 396-397 the conflicting opinions of medical experts. 
(1938). Quaere as to the soundness of the See notes 39 and 87. 


above view. No authority need be cited 73136 F. (2d) 116 (CCA-6; 1943). 
in pointing out that in homicide trials, 74258 U. S. 138 (1922). See note 56. 
the extreme penalty, death, may be meted % 338 U. S. 269 (1949). 
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Pinkus ** ran a health food store in Newark, New Jersey. He 
offered a widely advertised reducing plan consisting of Kelp and a 
recommended diet. His claims were highly persuasive, such as the 
following : 

Eat plenty, yet reduce 3 to 5 lbs. weekly surely and easily without tortuous 
diet and without feeling hungry. 

Remember with the Kelpidine Plan, you don’t cut out ice cream, cake, candy, 
or any other things you like to eat, you just cut down on them. 

It makes no difference if you are 16 or 60, or if you have diabetes, rheuma- 
tism or any other ailment. Kelpidine is always safe and doctors approve the 
Kelpidine Plan. You simply take a half teaspoon of Kelpidine once each day 
and eat three regular sensible meals. Kelpidine decreases your appetite.” 

The Postmaster General entered a fraud order on findings that 
Kelp was valueless as a weight reducer, that the efficacy of the plan 
lay solely in the very strict diet, that the diet was neither uniformly 
safe nor harmless, but might be particularly dangerous for kidney and 
heart trouble, that the diet couldn’t be pursued in ease and comfort 
or without hunger, nor could people eat the things they were led 
to believe they could. 

At the hearing two medical experts with wide general knowledge 
in dietetics and obesity treatment testified for the government. They 
gave opinions substantially like the findings. They were controverted 
by complainant’s witness, a general practitioner, who testified that 
iodine, the alleged active ingredient in Kelp, was used as a weight 
reducer but conceded the necessary daily dosage would have to be 
50 or 60 times complainant’s recommended dosage, and that the diet 
was “rigid” and might prove harmful to persons suffering from tuber- 
culosis, anemia, or heart disease. 

The trial court granted an injunction on the ground that a money- 
back guarantee offered with the plan indicated that the plan was not 
a “universal remedy,” that the advertisements did not suggest that 
the plan would effect miraculous results for all corpulent persons or 
that all would be similarly benefited and concluded, citing the 
McAnnulty case, that 
the evidence showed a divergence of opinion as to the effectiveness of the Kelpi- 


dine reducing plan and of the inherent values of kelp as employed therein. 
Such a showing is insufficient.” 








% Convicted for illegal practice of medi- ® Pinkus v. Walker, 61 F. Supp. 610, 614 
cine, Pinkus v. MacMahon, 129 N. J. L. (D. C. N. J. 1945); injunction in this 
367, 29 A. (2d) 885 (1943). case was affirmed on government's motion 


7 Reilly v. Pinkus, 338 U. S. 269, 70 for summary judgment sub nom. Pinkus v. 
S. Ct. 110, 112 (1949) [CCH FOOD DRUG Reilly, 71 F. Supp. 993 (D. C. N. J. 1947). 
COSMETIC LAW REPORTS { 7137]. 
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In an aside, Judge Meaney revealed his view that control of 


remedies 


lies in other fields than those governed by postal regulations . . . the powers 
of government to protect the health and well being of its citizens can better 
be met by supervising agencies within the actual scope of medical control and 
by expert regulation, than by more or less arbitrary prohibition by the Post 
Office Department.” 


The court of appeals affirmed, two to one, on much the same 
reasoning.*® But the Supreme Court rejected the arguments 


that the McAnnulty case bars a finding of fraud whenever there is the least 
conflict of opinion as to the curative effects of a remedy 


* * * 


even the testimony of the most experienced medical experts can never rise above 
a mere “opinion” unless the expert has made actual tests of the drug to deter- 
mine its effects in relation to the particular representations alleged to be false. 
The McAnnulty holding did not go so far. We do not understand or accept it 
as prescribing an inexorable rule that automatically bars reliance of the fact- 
finding tribunal upon informed medical judgment every time medical witne 
can be produced who blindly adhere to a curative technique thoroughly dis- 
credited by reliable scientific experiences. But we do accept the McAnnulty 
decision as a wholesome limitation upon findings of fraud under the mail stat- 
utes where knowledge has not yet been crystallized in the crucible of experience. 
For in the science of medicine, as in other sciences, experimentation is the spur 
of progress. It would amount to a condemnation of new ideas without a trial 
to give the Postmaster General power to condemn new ideas as fraudulent solely 
because some cling to traditional opinions with unquestioning tenacity.” 


The court went on to state its view that there was sufficient 
evidence to support the Postmaster General’s findings even assuming 
a conflict in medical opinion, because complainant’s 


misrepresentations went beyond permissible “puffing” of a seller’s wares; they were 
material representations on which credulous persons, eager to reduce, were entitled 
to rely. Despite subtle qualifying phrases it is difficult to read these advertise- 
ments as a whole without receiving the impression that ... kelp is a sure and 
drastic weight reducer; that a user can reduce without uncomfortably restricting 
his usual diet of fattening foods, that the treatment is absolutely safe and harmless 
to people of all ages, to the ill and the well... these representations, if made with 
intent to deceive, fall squarely within the type which in Leach v. Carlile . . . were 
held to justify findings of fraud.” 





7 Pinkus Vv. Walker, 61 F. Supp. 614 81 Reilly v. Pinkus, 338 U. S. 269, 70 
(D. C. N. J. 1945). See note 38. S. Ct. 110, 113 (1949) [CCH FOOD DRUG 
% Pinkus v. Reilly, 170 F. (2d) 786 COSMETIC LAW REPORTS {f 7137]. 
(CCA-3; 1948). 8: Reilly v. Pinkus, 338 U. S. 269, 70 
S. Ct. 110, 113 (1949) [CCH FOOD DRUG 
COSMETIC LAW REPORTS {f 7137]. 
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It is difficult to quarrel with the Supreme Court on the merits 
of this argument. However it should be pointed out that the court 
itself stressed the fact that the 
assistant solicitor presiding at the hearing adopted the prosecutor’s view that 
“respondent was to be barred from using the mails” regardless of the question 
of good faith, even if the respondent believed in all of his representations .. . if 
they were false as a matter of fact.” 


With the case thus limited to the issue of the efficacy of the 
product, Leach has no application. The holdings below were thus 
correct from the technical standpoint of the conflict in medical opinion 
rule. One can strongly argue that the Postmaster General should 
have the power to base a fraud order on the opinions alone of well- 


qualified experts where opposed only by that of one not so well- 


qualified. But one should bear in mind these words of Mr. Justice 
Black in commenting on the denial of the right to cross-examine 
in this case: 


The issues in post office fraud cases make such cross-examination peculiarly 
appropriate. Proof of fraudulent purposes is essential—an “actual intent to 
deceive” . . . Consequently fraud under the mail statutes is not established merely 
by proving that an incorrect statement was made. An intent to deceive might 
be inferred from the universality of scientific belief that advertising representa- 
tions be wholly unsupportable; conversely, the likelihood of such an inference might 
be lessened should cross-examination cause a witness to admit that the scientific 
belief was less universal than he had first testified.™ 


In the light of the hard core of the medical unknown,” perhaps 
the McAnnulty decision is “a wholesome limitation upon findings of 
fraud . . .”** In the usual drug case, experience has shown that 


fraud may be proven in other wavs. 


Conclusion 


The rule in the McAnnulty case has had an interesting history. It 
has influenced the course of our national food and drug law for a 





83 Reilly v. Pinkus, 70 S. Ct. 110, 114 Outstanding among current medical 
{CCH FOOD DRUG COSMETIC LAW RE-_ controversies is that concerning the anti- 
PORTS { 7137]. arthritic compounds, Cortisone and ACTH, 
“% Reilly v. Pinkus, 70 S. Ct. 110, 114 See New York Times, April 8, 1950, § 2, 
[CCH FOOD DRUG COSMETIC LAW RE- p. 34, col. 1. 
PORTS { 7137]. % Reilly v. Pinkus, 338 U. S. 269, 70 
S. Ct. 110, 113 (1949) [CCH FOOD DRUG 
COSMETIC LAW REPORTS { 7137]. 
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half century. It has left its mark in many provisions of the 1938 
Food, Drug, and Cosmetic Act." But in the future it will undoubtedly 
assume less and less importance, even in postal fraud cases, as science 
inexorably marches on, and the public demands its right to be able 
to rely on the curative claims made for a product. For, as Judge 
Duer of the New York bench said almost a century ago, in applying 
the doctrine of unclean hands in a famous trademark case where the 
cosmetic “The Balm of Thousand Flowers” sued “The Balm of Ten 
Thousand Flowers”: 

Let it not be said, that it is of little consequence whether [a] representation 
be true or false. No representation can be more material than that of the ingred- 
ients of a compound which is recommended and sold as a medicine. There is 


none that is so likely to induce confidence in the application and use of the com- 
pound, and none that, when false, will more probably be attended with injurious, 


and perhaps fatal consequences. . . .™ 
[The End] 





721 U. S. C. 321 (n), 321 (p), 352 (f), 
(j), 355 (a)-(i). See also note 16. Sec- 
tion 321 (n) and a like provision in the 
Wheeler-Lea Amendment to the Federal 
Trade Commission Act (15 U. S. C. 55 (a)) 
were designed to meet the objections at 
notes 20 and 72, by providing that in de- 
termining whether labeling or advertising 
is misleading, not only the representations 
made or suggested shall be taken into 
account but also the extent to which such 
labeling or advertising fails to reveal facts 
material in the light of such representa- 


tions. A regulation promulgated under 
Section 321 (n), 21 G. F. R. 1.3 (1949), 
provides that ‘‘The existence of a differ- 
ence of opinion, among experts qualified 
by scientific training and experience, as 
to the truth of a répresentation made or 
suggested in the labeling is a fact (among 
other facts) the failure to reveal which 
may render the labeling misleading if 
there is a material weight of opinion 
contrary to such representation.”’ 

8 Fetridge v. Wells, 13 How. Pr. 
393 (N. Y. 1857). 


385, 


Division of Pharmaceutical Chemistry 

The Division of Pharmaceutical Chemistry has been added 
to the list of administrative and technical divisions in the Food 
and Drug Administration (15 F. R. 4565). 
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Evidence and Presumptions 


in Food Products Liability 


BY GEORGE SAVAGE KING 
MEMBER OF THE SOUTH CAROLINA BAR 





THE AUTHOR DISCUSSES TORT ACTIONS BROUGHT BY CON- 
SUMERS DIRECTLY AGAINST NONRETAILING MANUFACTURERS 
AND BOTTLERS FOR PERSONAL INJURY SUFFERED DUE TO 
THE UNWHOLESOMENESS OF FOOD PRODUCTS RETAILED IN 
THE ORIGINAL PACKAGE cee a Ree: Deka (athe ue. ak ee ene 





ever increasing proportion of the American public’s food comes to 

the consumer not in the raw state, but after having been manu- 
factured, processed, packed, or bottled so that it is immediately edible 
with little if any preparation by the consumer. Ii is often packaged 
in such fashion that the consumer has no opportunity for inspection 
before his purchase, and he must rely on the integrity of the product 
within the package. As a result, the very nature of the product is 
such that the discovery of unwholesomeness is often dependent upon 
eating it. If the discovery of unwholesomeness is made before eating 


I THE PRESENT STATE of our economic development, an 


or drinking the product, no injury should arise therefrom. 


Defendant's Problem 

This necessarily means that, as a usual thing, the immediate cir- 
cumstances surrounding the occurrence of injury and the consequent 
discovery of the unwholesomeness of the product is not witnessed 
by anyone but the victim and members of his immediate household. 
As a consequence, in any subsequent legal action for recovery from 
the manufacturer of the product, the defendant manufacturer is usually 
unable to obtain any witnesses to deny the unwholesomeness of the 
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product at the time of the occurrence complained of. This difficulty 
of the defendant in disproving any spurious claims may explain, in 
part, the tenacity with which some courts have clung to the require- 
ment of a showing of privity between the parties on which to base a 
cause of action between the consumer and non-retailing manufacturer. 
Even though several courts are still finding difficulty in overcoming 
this obstacle in these actions founded on an implied warranty, there 
is no longer any serious doubt about the liability of the manufacturer 
to the ultimate consumer who has suffered personal injuries arising 
out of the consumption of his food product when the action is founded 
on the negligence of such manufacturer.” 


Plaintiff's Problem 

Just as the defendant manufacturer rarely has any direct evidence 
to dispute the plaintiff’s evidence as to the unwholesomeness of the 
product, so the plaintiff rarely has any direct evidence as to the act 
of negligence on the part of the manufacturer which resulted in the 
unwholesome product which he consumed. The plaintiff, therefore, is 
necessarily dependent upon circumstantial evidence to prove the negli- 
gence of which he complains. That negligence can be proved by cir- 
cumstantial evidence is well established. In the vast majority of 
cases, the plaintiff seeks the benefits of the putative doctrine of res 
ipsa loquitur to assist his evidence. 


Scope of Subject 

This discussion is limited to tort actions brought by consumers 
directly against nonretailing manufacturers or bottlers for personal 
injuries suffered as a result of the unwholesomeness of food or bev- 
erage products retailed in the original package or bottle. Thus excluded 
are actions based on implied warranties, as well as those between the 
consumer and the retailer or restaurateur. Also excluded are the food 
or beverage container cases (exploding bottles, and so on), which, 
though frequently classified as food product cases, are not accurately 
food products and may be distinguished from the usual food or bev- 
erage case in several particulars. 








1See Mayerhefer v. Louisiana Coca-Cola 3 Mulligan v. A. C. L. RR. Company, 104 
Bottling Company, 45 So. (2d) 442 (La. Ct. S. C. 173, 88 S. E. 445 (1916), aff’d 242 
of App., 1950) [CCH FOOD DRUG COS- | U. S. 620 (1916). 
METIC LAW REPORTS {f 22,206]. 

2 See 111 A. L. R. 1242 and prior annota- 
tions cited. 
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The Doctrine of Res Ipsa Loquitur 

Definition.—The doctrine of res ipsa loquitur is generally stated 
as follows: * 

Where the thing is shown to be under the management of the defendant or 
his servants, and the accident is such as in the ordinary course of things does 
not happen if those who have the management use proper care, it affords reason- 
able evidence, in the absence of explanation by the defendant, that the accident 
arose from want of care. 

Origin.—This doctrine has its origin in the chance use of a Latin 
phrase by Baron Pollock in the English case of Byrne v. Boadle,’ in 
1863, to express the thought, “the thing speaks for itself.” Plaintiff 
had been injured by a barrel of flour falling from defendant’s ware- 
house onto the street; the defendant had offered no evidence, contend- 
ing that the plaintiff had failed to prove any negligence by merely 
proving his injury and the circumstances of the accident. Baron 
Pollock replied: ° 

There are certain cases of which it may be said res ipsa loquitur, and this 
seems one of them. ... in my opinion the fact of its falling is prima facie evidence 
of negligence, and the plaintiff who was injured by it is not bound to show that 
it could not fall without negligence, but if there are any facts inconsistent with 
negligence it is for the defendant to prove them. 

Such was the birth of a doctrine which today is recognized in all but 
two of our states and in these two the principle is applied though not 
recognized in name.’ 


Criticisms.— Nevertheless, this doctrine has been the source of an 
unending stream of criticism from the courts and legal writers. In 
the language of the Georgia Court of Appeals,’ “the maxim has been 
a prolific inspiration to much useless and wasted juridic erudition.” 
Chief Justice Bond dissenting in a Maryland decision declared,’ 

It adds nothing to the law, has no meaning which is not more clearly expressed 
for us in English, and brings confusion to our legal discussions. 

In a masterpiece of understatement an Ohio court commented,’® 


The doctrine of res ipsa loquitur involves a rule of considerable difficulty, and 
has become involved in much contradiction in the courts of various jurisdictions. . . 





445 Corpus Juris 1193, Section 768. SCochrell v. Langley Manufacturing 


52H. & C. 722, 159 Eng. Rep. 299 (1863). 

*159 Eng. Rep. 300, 301 (1863). 

7 Macres v. Coca-Cola Bottling Company, 
290 Mich. 567, 287 N. W. 922 (1939), Mer- 
chant v. Columbia Coca-Cola Bottling Com- 
pany, 214 S. C. 206, 51 S. E. (2d) 749 
(1949) [CCH FOOD DRUG COSMETIC 
LAW REPORTS {f 22,171). 
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Company, 5 Ga. App. 317, 63 S. E. 244, 247 
(1908). 
* Potomac Edison Company v. Johnson, 
160 Md. 33, 40, 152 Atl. 633, 636 (1930). 
” Glowacki v. North Western Ohio Rail- 
road, 116 Ohio 451, 458, 157 N. E. 21, 23 
(1927). 
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One writer has said," 

Res ipsa loquitur has had such a body of law develop—refining, extending, 

contradicting the doctrine—that the situation is a contradiction of the rule: it no 
longer speaks for itself. 
Prosser has suggested,'* “. . . the use of the phrase itself has become 
a definite obstacle to any clear thought, and might better be discarded 
entirely.” Wigmore sums it up with:'* “What the final accepted 
shape of the rule will be can hardly be predicted.” 


Variety of situations.—The wide variety of situations to which 
this doctrine has been applied may account for some of the confusion 
which has arisen. It has been invoked in cases involving '* automobile 
accidents, falling elevators, exploding boilers, defective machinery, 
electrical shock, railroad accidents, exploding beverage bottles, un- 
wholesome food, and falling awnings, to mention only a few. There- 
fore a formula has been evolved to guide its application. 


Conditions Necessary for Application of the Doctrine 

The conditions usually stated as necessary for the application of 
the principle of res ipsa loquitur are these: '® 

1) the accident must be of a kind which ordinarily does not occur in the 
absence of someone’s negligence; 

2) it must be caused by an agency or instrumentality within the exclusive 
control of the defendant; 

3) it must not have been due to any voluntary action or contribution on 
the part of the plaintiff. Some courts have added a fourth condition, of dubious 
validity, that evidence as to the true explanation of the accident must be more 
readily accessible to the defendant than to the plaintiff. 


Now these conditions will be examined one at a time. 
Occurrence ordinarily involves negligence.—It would seem that 


there should no longer be any doubt that the occurrence of personal 
injury caused by consumption of unwholesome food or drink ordinarily 


bespeaks negligence. Under the common law, at least as far back as 
1431, purveyors of food and drink have been held to the duty to furnish 
only wholesome products.'"* ‘Today in all our states there are statutes 





"Nolan, “Res Ipsa Loquitur Must Be 1% Prosser, Torts 293, 294 (1941); also 
Controlled,’ 324 INSURANCE LAW JOUR- Wigmore, Evidence, Section 2509 (3 ed 
NAL 13 (1950). 1940). 

12 Prosser, Torts, p. 293 (1941). 4 Prosser, Torts 295 (1941). 

9 Wigmore, Evidence, Section 2509, % See Melick, The Sale of Food and 
p. 380 (3 ed. 1940). Drink, p. 2, n. 2 (1936). 
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prohibiting the sale of unwholesome food or drink, and the seller is 
impressed with the duty of ascertaining at his peril whether his prod- 
ucts comply with the standard so set." 

The commission of an act specifically forbidden by law, or the omission or 
failure to perform any duty specifically imposed by law, is generally equivalent 
to an act done with intent to cause wrongful injury.” 


In discussing the effect of a state statute on a negligence action 
for damages suffered from consumption of unwholesome food, the 
Georgia Court of Appeals said: * 

As to civil actions, the only effect of the pure-food act is that whereas before 
its passage an action for damage resulting from negligence could be sustained only 
by allegation and proof of such negligence as a matter of fact, that is, according 
to the standard of ordinary prudence as applied to the circumstances, the plaintiff 
may now show negligence as a matter of law by establishing a breach of the 
statutory duty; or he may rely on both classes of negligence, according to the 
facts. In other words the passage of this statute did not affect the nature of the 
cause of action, but related only to the standard of care by which negligence may 
be determined. 

In commenting on the Federal Food, Drug, and Cosmetic Act, 
which prohibits interstate traffic in adulterated foods among other 
things, a Federal district judge stated: *° 

It is fundamental that the purpose of the Act is to protect the consumer. 
Public policy casts upon those who introduce foods, drugs, and cosmetics into 
interstate commerce the duty of rigid inspection. .. . Public safety demands of 
them not only extreme care, but definite assurance of the quality of their products 

Perhaps the following recent dictum by Judge Learned Hand is 
significant: * 

It is enough that the wrong be one of federal cagnizance, its consequences are 
actionable whether or not they affect interests which are also of federal cog- 
nizance. To recover for injuries done by a violation of the Food, Drug, and 
Cosmetic Act, [citation] for example, the sufferer need not himself be engaged 
in any federal activity; federal legislation is passed for the benefit of all citizens 
whom it may affect. ... 

Although it is undoubtedly true that a great number of product 


liability cases do not rely on pure food statutes, nevertheless, the latter 


are often referred to by the courts as indicating the extent of the duty 
imposed on defendant. Certainly the manufacturer of food products 
today would be the first to say that his duty includes furnishing only 








17 See 28 A. L. R. 1385 and cases cited. * United States v. Crown Rubber Sun- 
% Pollock, Torts 20 (14 ed. 1939); see dries Company, 67 F. Supp. 92, 93 (DC 
Prosser, Torts 264 (1941). Ohio, 1946) [CCH FOOD DRUG COS- 
” Criswell Baking Company v. Milligan, METIC LAW REPORTS {1 7015]. 
77 Ga. App. 861, 50 S. E. (2d) 136, 144 21 Sun Cosmetic Shoppe, Inc. v. Elizabeth 
(1948) [CCH FOOD DRUG COSMETIC Arden Sales Corp., 178 F. (2d) 150, 152 
LAW REPORTS { 22,153]. (CCA-2; 1949). 
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those products which are wholesome. In fact, the very life of his busi- 
ness depends upon his marketing a product which can be absolutely 
relied upon by the consumer. It has been said, 


The average high class processor of food or drink today regards the making 
of a product liability claim against him much as a physician regards a malpractice 
claim... .” 

It may be concluded, therefore, that in the usual action brought 
by a consumer against a manufacturer as a result of injuries suffered 
from the unwholesomeness of the product, the occurrence is one which 
ordinarily involves negligence. Thus one of the conditions for the 
application of the doctrine of res ipsa loquitur is met. 


The defendant’s exclusive control.—The second condition to be 
considered for the application of the doctrine is, “It must be caused 
by an agency or instrumentality within exclusive control of the defendant.” 


(a) Physical possession. Although some courts ** read into this 
condition the additional requirement of physical pessession by the 
defendant, this would seem to be the result of confusing those cases 
wherein physical possession is synonymous with, or essential to, the 
control or management of the agency causing the damage. The only 
reason for this condition is to fix the defendant’s legal responsibility 
for the instrumentality complained of, and his lack of possession at the 
time of the occurrence is not invariably a sufficient defense to such 
responsibility. Within the wide range of cases to which the doctrine 
of res ipsa loquitur is applied, there are situations in which failure to 
be in physical possession of the instrumentality at the time of the 
accident would be a sufficient defense, but surely not so in the usual 
food or drink case of the type under discussion in this paper. The 
very essence of plaintiff’s complaint against the manufacturer is that 
he failed to furnish the product in a wholesome condition at the time 
of manufacture. In a 1947 decision by the Texas Court of Civil 
Appeals we find it stated as follows: *4 

. .. the possession, care or control referred to in the expressions of the courts 
in connection with the doctrine of res ipsa loquitur do not necessarily mean control 


of the injurious agency at the time of the injury but rather to its control at the 
time the act was committed which caused the injury. If it were otherwise, it 


FOOD DRUG COSMETIC LAW REPORTS 





2 Guiher and Morris, ‘‘Handling Food 





Products Liability Cases,’’ 1 FOOD DRUG 
COSMETIC LAW QUARTERLY 109, 122 
(1946). 

*3 Stodder v. Coca-Cola Bottling Com- 
pany, 48 A. (2d) 622, 624. (Me. 1946) [CCH 
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Civ. App., 1947) [CCH FOOD DRUG COS- 
METIC LAW REPORTS { 22,144]. 
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would be a rare case indeed in which recovery could be had by injured persons 
of manufacturers in whose products deleterious and poisonous substances are 
placed. 

(b) Opportunity for tampering. Nevertheless, in establishing the 
manufacturer’s liability for the condition of food or drink at the time 
of consumption, the type of package or bottle must necessarily be 
taken into account. In the leading case of Coca-Cola Bottling Works v. 
Sullivan,” the Supreme Court of Tennessee, in 1942, made the follow- 
ing four classifications of the types of cases involving packaged food 
or drink: 

1) ... where the package er bottle passes directly from the agent of the 
bottler or manufacturer to the consumer... 

2) where the package or bottle comes from the manufacturer so sealed, as 
food or drink in cans, or otherwise so constructed that its contents reach the 
consumer without possibility of alteration by intermediate parties 

3) . . . where the foreign substance is so planted or imbedded in the article 
purchased by the consumer, that its physical location therein conclusively demon- 
strates its presence there when the article came from the manufacturer. .. . 

4) ... the cases of soft drink, or milk bottles, or the like, enclosed by caps 
which it is possible to remove and replace by the use of care. 

Although this court imposes upon the plaintiff the burden of 
showing “by a clear preponderance of the evidence” that there has not 
been “any reasonable opportunity . . . for it . . . to have been 
tampered with” in cases involving products in class 4 above, it does 
not delineate the distinction between a “clear preponderance” and the 
usual “preponderance” required of the plaintiff in gaining a favorable 
verdict in all civil actions. , 

Many courts do require, in cases involving containers such as 
those in class 4, that plaintiff’s evidence negative any reasonable infer- 
ence of tampering by third parties after the product has left the control 
of the manufacturer. In a 1949 decision, the Virginia Supreme Court 
of Appeals said: ** 


. the inference of negligence on the part of the defendant bottling company 
from the presence of the obnoxious substance in the bottle should have been 
predicated upon a finding that the bottle was not tampered with after it left the 
custody of the defendant’s bottling company, and that the obnoxious substance 


But they do not require that the degree of persuasion of the jury be 
any greater for this evidence than for any other element of the case. 


2178 Tenn. 405, 158 S. W. (2d) 721, 725 (1949) [CCH FOOD DRUG COSMETIC 
(1942). LAW REPORTS { 22,166]. 

2 Pepsi-Cola Bottling Company v. Mc- 
Cullers, 189 Va. 89, 52 S. E. (2d) 257, 259 
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Some courts attach very little significance to the possibility of 
tampering in such cases and dismiss such suggestions very lightly. 
An Illinois Appellate Court declared: *” 


It is suggésted by the defendant that there was an opportunity to tamper .. . 
and that plaintiff's evidence did not exclude the possibility that the mouse may 
have entered or been placed in the bottle in question while it was in the back of 
the store. We do not think that this suggestion is seriously made or intended 
to be seriously considered, in view of the fact that the bottle of “Coca-Cola” was 


sealed with a “Coca-Cola” cap. ... 

On the other hand, some courts tend to go to the other extreme 
of casting the burden on the defendant. In a very recent case,** the 
Court of Appeal of Louisiana quoted the following language from 
an earlier case: *° 

... the burden of proof shifts to the defendant to excuse itself from liability 
by proving to the satisfaction of the court that the foreign matter did not enter 
the beverage during the bottling or manufacturing process. 

But the term “burden of proof” is not always one of precision, and this 
case does not appear to bear out the full implication of that language. 
Because in a later paragraph the same court continues: *° 


We are of the opinion that the plaintiff has established a prima facie case of 
negligence which the defendants have failed to rebut. 


Which indicates the court had intended the “burden of going forward 
with the evidence.” 

It seems it should be sufficient for the facts to negative any reason- 
able inference of tampering with the product by a third party between 
the time it leaves the defendant and is consumed by the plaintiff only 
to the extent of the usual preponderance of the evidence. Because, 
after all, this is only one link in the circumstantial chain leading to the 
defendant as the party responsible. 

(c) Exclusiveness of control. The requirement of exclusiveness 
in the control exercised by the defendant over the instrumentality 
causing the injury has also been criticized.** Again, the purpose of 
this condition of control by the defendant is to fasten on him responsi- 
bility for the injuries caused by the instrumentality, and the fact that 





2 Dye v. American Beverage Company, 
194 So. 438, 440 (La. Ct. of App., 1940). 
%® Mayerhefer v. Louisiana Coca-Cola 


* Patargias v. Coca-Cola Bottling Com- 
pany, 332 Ill. App. 117, 74 N. E. (2d) 162, 


165 (1947) [CCH FOOD DRUG COSMETIC 
LAW REPORTS § 22,115]. 

22 Mayerhefer v. Louisiana Coca-Cola 
Bottling Company, 45 So. (2d) 442, 445 (La. 
Ct. of App., 1950) [CCH FOOD DRUG 
COSMETIC LAW REPORTS {f 22,206]. 
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the responsibility may be shared by others does not of itself exculpate 
the defendant. In food cases of the type here under consideration, 
there would seem to be no reason for this question to arise. 

Since normally there is no difficulty in identifying the manufac- 
turer of the product, the condition requiring defendant’s control of the 
instrumentality can readily be satisfied by food product cases. 


No contribution by plaintiff—The third condition which must be 
met for the application of the doctrine of res ipsa loquitur is: “it must 
not have been due to any voluntary action or contribution on the part 
of the plaintiff.” The reason for this rule is, of course, to prevent the 
plaintiff from recovering from defendant for injuries for which he 
himself was responsible. In the food product liability cases here under 
discussion, this question has been very seldom raised, and the plaintiff 
usually has very little trouble in negativing any such contribution. 
In a 1947 Illinois case,** the plaintiff had drunk half a coke when she 
remarked on how poorly it tasted. But, upon reply by her sister that 
hers was all right, she continued to drink the remainder of the con- 
tents before 
the straw hit something . .. I picked up the bottle and looked at it, and there 
was a mouse in it. 

The court said,** 

Whether or not plaintiff's conduct as shown by her foregoing testimony con- 
stituted contributory negligence was purely a question of fact for the jury. 

In a 1946 case in Kentucky," the court held that the plaintiff was not 
contributorily negligent in drinking a “Coca-Cola” without examining 
it first. 

To what extent the defendant’s violation of a pure food statute in 
such cases may bar the defense of contributory negligence because 
plaintiff is a member of the class sought to be protected,® does not 


appear to have arisen in these cases. In conclusion, therefore, plaintiff 
usually has no difficulty meeting the condition of negativing contribu- 
tory negligence in the usual food product case. 


Defendant’s accessibility to evidence.—“I-vidence as to the true 
explanation of the accident must be more readily accessible to the 





® Patargias v. Coca-Cola Bottling Com- (1947) [CCH FOOD DRUG COSMETIC 
pany, 332 Ill. App. 117, 74 N. E. (2d) 162, LAW REPORTS f 22,115). 
163 (1947) [CCH FOOD DRUG COSMETIC % Coca-Cola Bottling Works v. Curtis, 
LAW REPORTS 1 22,115]. 302 Ky. 199, 194 S. W. (2d) 375 (1946). 

% Patargias v. Coca-Cola Bottling Com- *% Prosser, Torts, p. 401 (1941). 
pany, 332 Ill. App. 117, 74 N. E. (2d) 165 
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defendant than to the plaintiff,” is a fourth condition imposed by some 
courts. This seems to have arisen from Wigmore’s comment on res 
ipsa loquitur 

that the particular force and justice of the rule .. . consists in the circumstances 


that the chief evidence of the true cause . . . is practically accessible to him but 
inaccessible to the injured person.” 


Whether this is ever a controlling factor as doubted by Dean 
Prosser ** need not be settled here. For in food product cases of the 
type under discussion, no one would dispute that the “true explana- 
tion of the accident” is more accessible to the defendant manufacturer, 
when it is borne in mind that the “explanation” referred to is not the 
physical cause of plaintiff’s injury, but the act of negligence which 
resulted in the unwholesomeness of the food product which in turn 
was the physical cause of the injury. This does not, however, suggest 
that the defendant in such cases can ascertain a particular dereliction 
of duty involving a particular unit of his product, but only that he has 
knowledge of his manufacturing and inspection process. 

Regardless of its value, the fourth condition for the application of 
res ipsa loquitur is also satisfied by our typical food product case. This, 
therefore, brings us to the question, what is the effect of the applica- 
tion of the doctrine? 


Effect of Application of the Doctrine 


Problem presented.—Any attempt to discuss generally the effect 
of res ipsa loquitur presents one immediately with questions posed by 


Professor Seavey of Harvard ina recent article: * 

Does it mean that there is a presumption, or an inference of negligence? Does 
the burden of proof change? Should the plaintiff have judgment if the defendant 
introduces no evidence, or should the jury be permitted to find for the plaintiff 
in the absence of evidence? 

To which he replied, “Cases can be found with opposing answers to 
each of these questions.” 

Definitions.—It would seem that many of the answers would, of 
necessity, hinge on the definitions given such terms as presumption, 
inference, and burden of proof. That all the authorities do not agree 
on the precise legal significance of these terms is well known.*® Some 


%9 Wigmore, Evidence, Section 2509 % Seavey, “Res Ipsa Loquitur: Tabula 
(3 ed. 1940). in Naufragio,” 63 Harvard Law Review 
* Prosser, “Res Ipsa Loquitur in Cali- 643, 644 (1950). 
fornia,’’ 37 California Law Review 183, 203 % See Morgan and Maguire, Cases and 
(1949). Materials on Evidence, p. 84 (1942). 
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courts appear to be using presumption and inference synonymously. 
In the case of Glowacki v. Northwestern Ohio Railroad Company it 
was said: *° 

The difficulty has arisen in part in a confusion of terms and a failure to draw 
the proper distinction between presumption and inferences. It will be found that 
the more carefully considered opinions of this and other Courts have avoided 
treating the rule as a presumption. ... “A presumption is a rule which the law 
makes upon a given state of facts; an inference is a conclusion which, by means 
of data founded upon common experience, natural reason draws from facts which 
are proven. 

Perhaps the distinction between a presumption and an inference 
could best be described as a difference in degree: there are circum- 
stances from which reasonable men could draw or not draw an 
inference, but when the circumstances are such that reasonable men 
could not disagree as to the inference to be drawn, the latter inference 
must be recognized by the court as a matter of law and therefore, may 
be described as a compelling inference, but since it is compelled by the 
law it seems a more apt designation would be “presumption.” There 
may also be circumstances from which reasonable men could not draw 
a particular inference, yet the law may require it because of public 
policy or statute, thus giving rise to a presumption. 

Lack of uniformity in doctrine’s effect.—It is readily apparent that 
whether there arises a presumption or only an inference would be 
dependent upon the particular circumstances of the case and not upon 
any inherent effect of the doctrine of res ipsa loquitur itself. For the 
doctrine is simply the recognition that particular circumstances, when 
found to be true, permit certain inferences, some stronger than others. 

Therefore, no uniform effect should be expected of all the cases in 
which the doctrine has been applied, and a recognition of this fact 
would do much to clarify the existing confusion. It remains to be seen 
whether any uniformity is to be found in the particular type of cases under 
consideration here. 

Doctrine’s effect in food product cases.—(a) Elements of negligence. 

It is only in actions founded on negligence that the doctrine of 
res ipsa loquitur is applicable. Since negligence involves conduct which 
falls below a standard imposed by law, it is obvious that any deter- 
mination of negligence involves a finding of fact as to the conduct 
complained of and the fixing of the standard to which it is to be com- 





116 Ohio 451, 459, 157 N. E. 21, 23 
(1927). 
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pared. Thus, if the standard of care imposed is one which is measured 
solely by the result of the actor’s conduct, then the carefulness of his 
conduct is of no consequence. 

When this is applied to food product cases, it is seen that if the 
standard of care requires that only wholesome products be furnished, 
then a finding of the fact of unwholesomeness is a determination of 
the failure to meet the standard imposed. A showing of infinite care 
would be relevant only to the determination of the fact of unwhole- 
someness, not to rebut negligence. Therefore, the question arises as to 
what is the standard of care imposed in these cases? 


(b) Standard of care imposed. 

An examination of the cases of this type reported during the last 
five years reveals none in which the defendant’s showing of the care 
used in manufacturing has been declared sufficient as a matter of law 
in the face of a finding that the food or beverage was unwholesome and 
caused injury to the plaintiff. 

There have been only two cases in which a judgment for the plain- 
tiff has been reversed on grounds that might be said to involve the 
negativing of negligence by a showing of the care used in manufacture. 
But neither of these could be said to hold that such a showing would 
be sufficient in the face of a finding that the product was unwholesome. 

One was reversed because the trial court had refused to permit 
the jury to view defendant’s plant; *' there was no mention of rebutting 
the inference of negtigence with such evidence. It may well have been 
for the purpose of rebutting plaintiff’s evidence that the mouse was 
in the bottle. 

The second was reversed because of error in inetructions to. the 
jury . 42 

Moreover, the instruction was defective in that it failed to tell the jury that 
the inference of negligence on the part of defendant bottling company from the 


presence of the obnoxious substance in the bottle might be rebutted by evidence 
that the defendant had exercised a high degree of care.... 


Which sounds as though a showing of care by defendant would be 
sufficient in the face of a finding that the product was unwholesome ; 
however, a subsequent paragraph shows equivocation: ** 





" Washington Coca-Cola Bottling Com- * Pepsi-Cola Bottling Company v. Me- 
pany v. Kelly, 40 Atl. (2d) 85 (D. C. 1944). Cullers, 189 Va. 89, 52 S. E. (2d) 257, 259 
* Pepsi-Cola Bottling Company v. Mc- (1949) [CCH FOOD DRUG COSMETIC 
Cullers, 189 Va. 89, 52 S. E. (2d) 257, 259 LAW REPORTS { 22,166]. 
(1949) [CCH FOOD DRUG COSMETIC 
LAW REPORTS { 22,166]. 
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Sut the last paragraph of the instruction was more favorable to the defendant 
than it should have been. It told the jury that if after hearing all the evidence 
they believed that the defendant had exercised “a high degree of care in the 
washing and filling of its bottles,” their verdict should be for the defendant. It 
should have told the jury that it was for them to decide whether the evidence 
showed that the defendant had exercised such a high degree of care as to overcome 
the prima facie presumption of its negligence. 

How is the jury to determine “such a high degree of care as to 
overcome the prima facie presumption of its negligence’ It is sub- 
mitted that the only limit to the height of the degree of care here 
imposed is that determined by finding that the product did not in fact 


‘ 


contain the obnoxious substance. 

Texas appears to be the only state which has gone so far as to 
say outright: * 

It is now the settled policy of the law of this state that, to protect the health 
and lives of the public, a manufacturer or vendor of foods and beverages is liable 
to consumers thereof for injuries caused by contaminated or poisonous substances 
in such foods or beverages at the time they are manufactured and sold, even 
though the manufacturer be not guilty of negligence in manufacturing and proc- 
essing of them. 

The following language by the Supreme Court of Arizona in the 
often cited case of Eisenbeiss v. Payne imposes such a standard: *° 

Defendant ... owed ...a duty commensurate with the damage and possible 
and probable result of a lack of due care in bottling the same to prevent foreign 
or poisonous matter from being introduced into said beverages. (Italics added.) 

(c) Uniformity of effect. It appears that in food product cases 
the overwhelming majority of the states, with North Carolina the only 
definite exception,** now imposes a standard of care which requires 
only a finding that the product was in fact unwholesome with conse- 
quent injury to plaintiff. This conclusion is buttressed by the Federal 
and state statutes imposing such a duty. 

From this it may be seen that, in fact, the uniform effect is that a 
presumption of negligence arises from the establishment of facts to 
which the doctrine of res ipsa loquitur is applicable in food product 
cases. Such a presumption casts on the defendant what is frequently 
called the burden of proof, but which is more accurately the “burden 
of going forward with the evidence” if he would escape an adverse 


judgment.*’ 





* Amarillo Coca-Cola Bottling Company “ Manning v. Hines, 218 N. C. 779, 10 
v. Loudder, 207 S. W. (2d) 632, 633 (Texas S. E. (2d) 727 (1940). 
Civ. App., 1947) [CCH FOOD DRUG COS- “9 Wigmore, Evidence, Section 2491, 
METIC LAW REPORTS f 22,144]. p. 289 (3 ed. 1940). 


* 42 Ariz. 262, 25 P. (2d) 162, 165 (1933). 
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(d) Rebutting presumption of negligence. The courts continue to 
speak of the defendant’s burden of rebutting the presumption of negli- 
gence. That the defendant is, in fact, not able to rebut the presump- 
tion appears from the increasing number of cases ** in which the courts 
are pointing to the defendant’s attempted showing of a foolproof 
system as a fortiori, indicating that only through negligence could the 
food have been unwholesome. The following observation was made 
in a very recent case in which the court went so far as to reverse a 
judgment for the defendant and enter a judgment for the plaintiff 
stating: * 


If it is impossible for any foreign substance to enter the bottle or to remain 
there while the bottle is processed through the washing and filling plant, it occurs 
to us that it would be a vain and unnecessary gesture to have employees to dili- 
gently observe the filled bottles passing through reflected light, patiently waiting 
for an impossible event to occur. 


It will be recognized that this argument leaves defendant on the 
horns of a dilemma: If he admits inspection, he admits vulnerability 
in his process; if he denies inspection, he admits a failure to inspect. 
Therefore, it is submitted that his right to rebut the presumption of 
negligence is in practical effect a nullity. Consequently, if he would 
successfully defend, he must look elsewhere. 


Defenses Available 


It would appear that the only real defense that may be had in such 
actions is to defeat plaintiff’s efforts to establish one or more of the 
essential facts upon which his case must be founded. Thereby show- 
ing, incidentally, that the doctrine of res ipsa loquitur is not applicable. 

Unwholesomeness.—The vast majority of these cases involve a 
foreign substance in the product.®*® The first defense is usually a 
denial that there was any foreign substance therein. 

(a) Foreign substance. Testimony of the plaintiff’s witnesses 
will sometimes be sufficient to show that there was no foreign sub- 
stance in the product. The defendant’s showing of his careful process- 
ing and inspection of the product may sometimes refute the plaintiff’s 
testimony. The effectiveness of this depends, of course, on the methods 
used in comparison with the foreign substance alleged. Of course, if 
the foreign substance is so imbedded in the product that it could not 








See notes 28 and 29. (La. Ct. of App., 1950) [CCH FOOD DRUG 
 Mayerhefer v. Louisiana Coca-Cola COSMETIC LAW REPORTS { 22,206]. 
Bottling Company, 45 So. (2d) 442, 445 % Note 171 A. L. R. 1209. 
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have been placed there after manufacture, such as a mouse baked in a 
loaf of bread, no showing by defendant could refute the physical 
evidence. 

(b) Deleteriousness. Although not always a defense before a jury, 
in some cases defendant has been successful by showing that the 
foreign substance was not deleterious. In one case the court stated: ™ 

These facts, coupled with plaintiff’s own testimony as to the nature of what 
he swallowed, and his allegations, support a finding that the foreign matter was 
dirt. Dirt is not deleterious. 

It is not recommended, but the following method has been used: ™ 


During the trial, counsel for defendant . . . drank a glass of the liquid from 
the bottle and later called attention to the fact that he had suffered no harmful 
effects whatsoever. 

Causation.— Many cases show that plaintiff has been defeated by 
a failure to establish that consumption of the product did in fact cause 
the injury of which he complains.** Although no courts appear to have 
held that a failure to show causation by medical testimony is fatal, 
plaintiff’s case may be definitely weakened thereby ; particularly if the 
unwholesomeness was not of a revolting nature.** Where the plain- 
tiff’s evidence is as to a particular condition, medical testimony has 
been successfully used to show that such condition could not have 
resulted from the consumption of the defendant’s product within the 
time period alleged.** In reversing judgment for plaintiff in an Alabama 
case, the court, after repeating testimony that the plaintiff had drunk 
liquor just before his consumption of defendant’s alleged unwhole- 
some “R-C Cola,” said: *” 

. on being asked what sort of liquor he answered it was, “average moonshine 
liquor,” either a pint or a half pint. . . . the lethal potentialities of moonshine 


liquor are too well known to require description by this court. 
Injuries.—Probably no single element of a legal cause of action is 
so misunderstood by the average layman as the requirement that 





51 Moore v. Natchitoches Coca-Cola Bot- 
tling Company, 32 So. (2d) 347, 349 (La. 
Ct. of App., 1947) [CCH FOOD DRUG 
COSMETIC LAW REPORTS f 22,123]. 

8 Basile v. World Bottling Company, 17 
So. (2d) 734, 736 (La. Ct. of App., 1944). 

383 See Stewart v. Natchitoches Coca-Cola 
Bottling Company, 34 So. (2d) 281 (La. 
Ct. of App., 1948) [CCH FOOD DRUG 
COSMETIC LAW REPORTS { 22,136]. 

4 See Wilson v. Coca-Cola Bottling Com- 
pany of New York, (N. J. Sup. Ct., 1949) 
[CCH FOOD DRUG COSMETIC LAW RE- 
PORTS { 22,172]: Birmingham Coca-Cola 
Bottling Company v. Sellers, 39 So. (2d) 
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706) Ala. Ct. of App., 1949) [CCH FOOD 
DRUG COSMETIC LAW REPORTS 
§ 22,185]: Duval v. Coca-Cola Bottling Com- 
pany of Chicago, 329 Ill. App. 290, 68 N. E. 
(2d) 479 (1946) [CCH FOOD DRUG COS- 
METIC LAW REPORTS f 22,101]. 

8 Coca-Cola Bottling Works v. Curtis, 
302 Ky. 199, 194 S. W. (2d) 375 (1946). 
% Murray v. Ballantine & Sons, 62 A. 


(2d) 895, (R. I. Sup. Ct., 1948) [CCH 
FOOD DRUG COSMETIC LAW REPORTS 
1 22,158). 


31 Chero-Cola Bottling Company v. Wat- 
ford, 19 So. (2d) 77, 78, 79 (Ala. Ct. of 
App., 1944). 
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injury must have been suffered before any liability can arise. It is well 
known that many people feel that the discovery of some foreign sub- 
stance in a food which might have done harm immediately entitles them 
to some kind of reward from the “culprit.” ** This, no doubt, accounts 
for many of the unfounded claims which are made. It plays no small 
part in the attitudes of the jurors toward such claims. Therefore, a 
defendant’s emphasis on this point would appear to be well placed. 

There have been cases in which the exaggeration of alleged injuries 
has fallen of its own weight, for example: *° 

It is unthinkable that a small quantity of dirt, drunk in a harmless liquid, 
could produce the frightful effects upon the body of a strong, vigorous man 
thirty-nine years old, as plaintiff would have us believe. 

Damages.—(a) Excessive verdict. In several cases defendant has 
been able to reverse a judgment because of excessive damages. How- 
ever, in most states the courts are inclined to give wide latitude to the jury. 

(b) Punitive damages. Although there could be cases which 
would warrant punitive damages, they are not usually involved. 


Conclusion 

The voices of many lawyers, judges, and legal scholars are heard 
in accord expressing dissatisfaction with the results of our fact finding 
methods.® But to change the effect to allow escape of liability against 
the spurious, would also prevent recovery by the honest. The problem 
is not the strictness of liability, but the age-old one of distinguishing 
truth from falsehood. 

For what consolation they may bring, the following words by the 
eminent Judge Learned Hand are offered: ®™ 


I must say that, as a litigant, I should dread a law-suit beyond almost any- 


thing else short of sickness and death. 


[The End] 





8% Newport News OCoca-Cola_ Bottling 
Company v. Babb, 57S. E. (2d) 41, 42 (Va. 
Sup. Ct. of App., 1950) [CCH FOOD DRUG 
COSMETIC LAW REPORTS $f 22,197]: 
“ . . found floating in the liquid remain- 
ing in the bottle something which looked 
very much like a snail or worm. Some- 
one told her to see a doctor and get a 
lawyer.’’ (Italics added). Pepsi-Cola Bot- 
tling Company v. McCullers, 189 Va. 89, 
52 S. E. (2d) 257, 258 (1949) [CCH 
FOOD DRUG COSMETIC LAW REPORTS 
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1 22,166]: ‘‘leaving the doctor's office she 
took the bottle to her attorney.’’ (!) No 
time lost in finding out whether the illness 
might be profitable. Also see Basile v. 
World Bottling Company, 17 So. (2d) 734 
(La. Ct. of App., 1944). 

5° Moore v. Natchitoches Coca-Cola Bot- 
tling Company, 32 So. (2d) 347, 351 (La. 
Ct. of App., 1947) [CCH FOOD DRUG 
COSMETIC LAW REPORTS { 22,123]. 

® See Frank, Courts on Trial (1949). 

* Frank, Courts on Trial, p. 40 (1949). 
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Other Helpful, Informative CCH Magazines 


Insurance Law Journal 


% Month after month, this helpful magazine 
presents timely articles on pertinent subjects 
of insurance law, digests of recent decisions, 
comments on pending legislation, rulings of 
state commissioners and attorneys general, 
and other features reflecting the changing 
scene of insurance law. The Journal is edited 
exclusively for insurance law men, by insur- 
ance law men. Emphasis is on the insurance 
law fields of Life, Health and Accident, Fire 
and Casualty, Automobile, and Negligence. 
Issued monthly ; subscription rate—$10 a year, 
including a handsome binder for permanent 
filing of each monthly issue for a year. Send 
for a sample copy. 


TAXES—tThe Tax Magazine 


% This magazine is published to promote sound 
thought in economic, legal and accounting 
principles related to all federal and state taxa- 
tion. . . . To this end it contains signed arti- 
cles on tax subjects of current interest, reports 
on pending tax legislation, court decisions and 
administrative rulings relating to tax laws, and 
other tax information, book reviews, etc. . 

The editorial policy is to allow frank discus- 
sion of tax issues. Subscription rate—$6 for ait pre 
12 monthly issues. Write for sample copy. 











Labor Law Journal 


* Specifically designed and edited to promote 
sound thinking on labor law problems, the 
Labor Law Journal presents timely articles 
LABOR concerned with the intimate and complex 
LAW relationship of Law, Labor, Government, Man- 
JOURNAL agement, and Union. Month after month, the 
—<— Journal brings you the serious thinking, the 
reasoned conclusions, the viewpoints, and atti- 
tudes of leaders of thought and action—on 
significant, pivotal labor law problems. 
Specialists in that field—from government, 
law, union, education, management — treat 
troublesome phases of labor law in factual, 
hard-hitting articles. No punches are pulled— 
nothing is “slanted.” Issued monthly; sub- 
scription rate—$6 a year. Sample copy on 
request. 
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